6560- 50- P
U S, ENVI RONMENTAL PROTECTI ON AGENCY

40 CFR Parts 9 and 63
[ AD- FRL- 5802- 8]
RI N- 2060- AES3

Nat i onal Em ssion Standards for Hazardous Air Pollutants
for Source Categories: Pharmaceuticals Production

AGENCY: Environnental Protection Agency (EPA).

ACTION:  Final Rule.

SUMVARY: This action pronul gates national em ssion
standards for hazardous air pollutants (NESHAP) to reduce
air em ssions of hazardous air pollutants (HAP) from

exi sting and new facilities that manufacture pharnmaceuti cal
products. The Agency intends that this pronulgated rule
wi Il have a common technol ogy basis with a rul e pronul gat ed
this date under the Clean Water Act (CWA); this will allow
coordi nated and cost effective conpliance planning by the

i ndustry. The standards inplenment section 112 of the C ean
Air Act (CAA) as anended in 1990. The standards apply to
maj or source facilities which produce pharmnmaceuti cal
product s.

The major HAP emtted by facilities covered by this
final rule include nethylene chloride, nethanol, toluene,
and hydrogen chloride. Methylene chloride is considered to
be a probabl e human carci nogen and the ot her pollutants can
cause noncancer health effects in humans. The pronul gated

rule is estimated to reduce HAP em ssions from existing
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facilities by 22,000 negagrans per year (My/yr) (24,000 tons
per year [tons/yr]). It also reduces volatile organic
conpound (VOC) em ssions.
DATES: This regulation is effective on [|I NSERT DATE OF
PUBLI CATION I N THE FEDERAL REQ STER]. The incorporation by
reference of certain publications listed in the regulation
is approved by the Director of the Ofice of the Federal
Regi ster as of [|INSERT DATE OF PUBLI CATI ON I N THE FEDERAL
REGQ STER]. See the SUPPLEMENTARY | NFORMATI ON secti on
concerning judicial review

ADDRESSES: Docket. Docket No. A-96-03, containing

supporting information used in developing the standards, is
avai l abl e for public inspection and copyi ng between

8:30 a.m and 3:30 p.m, Mnday through Friday, at EPA's Air
Docket Section, Waterside Mall, Room 1500, 1st Fl oor,

401 M Street SW, Washington, DC 20460. A reasonable fee
may be charged for copying.

FOR FURTHER | NFORMATI ON CONTACT: For information concerning
the final CAA standard, contact M. Randy MDonal d at

(919) 541-5402, Organic Chem cals G oup, Em ssion Standards
Division (M>13), U S. Environnental Protection Agency,
Research Triangle Park, North Carolina 27711. For further

i nformati on concerning the CWA effluent limtation

gui del i nes pretreatnment standards and new source performance

standards, contact Dr. Frank H Hund, at (202) 260-7786
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Engi neeri ng and Anal ysis Division (4303), U S.
Environnental Protection Agency, 401 M Street SW,
Washi ngton, D.C. 20460. For information concerning
applicability and rul e determ nations, contact your State or
| ocal representative or the appropriate EPA regional
representatives. For a listing of EPA regional contacts,
see the foll owm ng “SUPPLEVMENTARY | NFORMATI ON' secti on.
SUPPLEMENTARY | NFORVATI ON: An el ectroni c version of
docunents fromthe O fice of Air and Radiation (QAR) are
avai |l abl e through EPA’ s OAR Technol ogy Transfer Network Wb
site (TTNWb). The TTNWeb is a collection of related Wb
sites containing informati on about many areas of air
pol l uti on science, technol ogy, regul ation, neasurenent, and
prevention. The TTNWb is directly accessible fromthe
Internet via the World Wde Wb at the foll ow ng address,
“http://ww. epa. gov/ttn”. Electronic versions of this
preanbl e and rule are | ocated under the OAR Policy and
Gui dance Information Wb site,

“http://ww. epa. gov/ttn/oarpg/”, under the Federal Reqister

Notices section. |If nore information on the TTNWb is
needed, contact the Systens Operator at (919) 541-5384.

Reqgul ated entities. Entities potentially regulated are

t hose whi ch produce pharmaceutical products and

internmedi ates and are |located at facilities that are major
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sources as defined in section 112 of the CAA. Regul ated

categories and entities include:

Cat egory Regul ated entities

| ndustry * Facilities described by the SIC codes 2833 and 2834
and NAICS codes 32541 and 325412.

* Producers of finished dosage fornms of drugs, for
exanpl e, tablets, capsules, solutions, that contain
an active ingredient generally, but not necessarily,
in association with inactive ingredients

* Producers of conponents whose intended primary use is
to furni sh pharmacol ogical activity or other direct
effect in the diagnosis, cure, nitigation, treatnent,
or prevention of disease, or to affect the structure
or any function of the body of humans or other
ani mal s.

This table is not intended to be exhaustive, but rather
provides a guide for readers regarding entities likely to be
regul ated by this action. This table lists the types of
entities that EPA is now aware could potentially be

regul ated by this action. Oher types of entities not
listed in the table could also be regulated. To determ ne
whet her your facility, conpany, business, organization,
etc., is regulated by this action, you should carefully
exam ne the applicability criteria in 8 63.1250 of the rule.
| f you have questions regarding the applicability of this
action to a particular entity, contact the appropriate

Regi onal representative:

Regi on |: Regi on |1

NESHAP ( MACT) Coor di nat or Uresh Dhol aki a

U S. EPA Region | U S. EPA Region I
John F. Kennedy Federal Buil ding 290 Broadway Street

One Congress Street New York, NY 10007-1866
Bost on, MA 02203- 001 (212) 637-4023 (Umesh)

(617) 565- 3438 (212) 637-4065 (Yue- On)



Region I11:

Bernard Turl i nski

U S. EPA Region I
841 Chestnut Buil ding
Phi | adel phia, PA 19107
(215) 566-2150

Regi on |V:

Lee Page

U S. EPA Region |V

At | anta Federal Center
61 Forsyth Street SW
Atl anta, GA 30303-3104
(404) 562-9131

Regi on V:

Bruce Var ner

U S. EPA Region V

77 West Jackson Boul evard
Chi cago, |IL 60604-3507
(312) 886-6793

Regi on VI:

Robert Todd

U. S. EPA Region VI

First Interstate Bank Tower
@ Fount ai n Pl ace

1445 Ross Avenue

12th Floor, Suite 1200

Dal | as, TX 75202-2733

(214) 665-2156

Regi on VI 1:

Ri chard Tripp

U S. EPA Region VI
Air Toxi cs Coordi nat or
726 M nnesota Avenue
Kansas City, KS 66101
(913) 551-7566

Regi on VI 11

Ann Marie Patrie

U S. EPA Region VIII

Air Toxi cs Coordi nat or

999 18th Street, Suite 500
Denver, CO 80202-2466
(303) 312-6524

Regi on | X

Nahi d Zoueshti agh

U S. EPA Region I X

Air Division-6

75 Hawt hor ne Street

San Franci sco, CA 94105
(415) 744-1261

Regi on X:

Andrea Wil | enweber

U S. EPA Region X
Air Toxi cs Coordi nat or
1200 Si xth Avenue
Seattle, WA 98101
(206) 553-8760

Judicial review. Under section 307(b)(1) of the Act,

judicial review of NESHAP is available only by filing a
petition for reviewin the U S. Court of Appeals for the
District of Colunbia Crcuit within 60 days of today’s
publication of this final rule. Under section 307(b)(2) of
the Act, the requirenents that are the subject of today’s
notice may not be challenged later in civil or crimnal
proceedi ngs brought by the EPA to enforce these require-
ments. The information presented in this preanble is
organi zed as foll ows:

| . List of Source Categories



Backgr ound

A.  Summary of Consi derations Made in Devel opi ng
These St andards

B. Regul atory Background

C. Regulation of the Pharmaceutical Mnufacturing
| ndustry Under the Cl ean Water Act

Aut hority for National Em ssion Standards for

Hazardous Air Pollutants (NESHAP) Deci sion Process

A.  Source of Authority for NESHAP Devel opnent

B. Criteria for Devel opment of NESHAP

Summary of Pronul gated Standards

A.  Source Categories to be Regul ated

B. Pollutants to be Regul ated and Associ at ed

Environnmental and Heal th Benefits

Af fected Sources

St orage Tank Provi sions

Process Vent Provisions

Wast ewat er Provi sions

Equi pnment Leaks

I o m m O 0O

Pol |l uti on Prevention Alternative

Heat Exchange Provi sions

J. Em ssions Averaging Provisions

K. Alternative Standard

L. Test Methods and Conpliance Procedures

M  Monitoring Requirenments
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Recor dkeepi ng and Reporting Requirenents

V. Summary of Environmental, Energy, Cost, and Economic

VI .

VII.

VIIT.

| npact s

m O O ® >

Air | npacts

Water and Solid Waste | npacts
Energy | npacts

Cost | npacts

Econom ¢ | npacts

Maj or Comments and Changes to the Proposed Standards

I & m m o O ®W »

K

L

Applicability Provisions and Definitions
St orage Tank Provi sions

Process Vent Provisions

Wast ewat er Provi sions

Equi prrent Leak Provi sions

Pol lution Prevention Alternative

Al ternative Standard

Testing Provisions and Conpliance Denonstrations
Equat i ons

Moni tori ng Requirenents

Recor dkeepi ng and Reporting Requirenents

Managenent of Change

Techni cal Anmendnent to 40 CFR Part 9

Adm ni strative Requirenments

A

B

Docket

Executi ve Order 12866
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C. Enhancing the Intergovernnental Partnership Under
Executive Order 12875
Paperwor k Reduction Act
Regul atory Flexibility Act

Unf unded Mandat es

@ m m O

Subm ssion to Congress and the Conptroller
General Ofice

H.  National Technol ogy Transfer and Advancenment Act
| . Executive Order 13045

Li st of Source Categories

Section 112 of the anended Act requires that EPA
eval uate and control em ssions of HAP. The control of HAP
i s achi eved through promul gati on of em ssion standards under
sections 112(d) and 112(f) and work practice and equi pnent
st andards under section 112(h) for categories of sources
that emt HAP. On July 16, 1992, EPA published an initial
list of major and area source categories to be regul ated
(57 FR 31576). Included on that |ist were major sources
emtting HAP from pharnmaceutical s production.

Producti on net hods used in the manufacture of
pharmaceuti cal products include both batch and conti nuous
operations, although batch operations make up a majority of
the processes. The sizes of the facilities range fromthose
t hat make one product at the rate of several hundred

kil ograns per year (kg/yr) to those that produce nunerous
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pharmaceutical products on the scale of thousands of
kil ograns (nmegagrans [My]) per year. Air em ssions of HAP
conpounds originate from breathing and w thdrawal | osses
from storage tanks, venting of process vessels, |eaks from
pi pi ng and equi pnent used to transfer HAP conpounds (equi p-
ment | eaks), and volatilization of HAP from wast ewat er
streans. Pollutants emtted fromthe production processes
i ncl ude a range of organic conpounds, including VOC and
several specific HAP. Anong the nost prevalent are
met hyl ene chl ori de and net hanol, which account for nearly
70 percent of all HAP em ssions fromthis industry.
Detail ed informati on descri bing manufacturi ng processes and
em ssions can be found in the basis and purpose docunent
| ocated in Docket A-96-03, Item No. |11-B-01.

As of 1992, over 80 U. S. conpanies at 270 facilities
wer e produci ng pharmaceutical products. Manufacturing
operations covered by this NESHAP i ncl ude chem cal
synthesis, fornulation, fernmentation, and extraction
processes and are generally classified under standard
industrial classification 283. An estimated 101 facilities
are considered to be major sources according to the CAA
criterion of having the potential to emt 10 tons/yr of any
one HAP or 25 tons/yr of conbined HAP, based on 1992

em ssions data. Today's final standard applies to all major
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sources that produce pharnaceutical products. Area sources
are not subject to this standard.

1. Backgr ound

A.  Summary of Consi derations Made in Devel opi ng These

St andar ds

This regul ati on reduces em ssions of many of the HAP
l[isted in section 112(b) (1) of the CAAA. The alternatives
considered in the devel opnent of this regulation, including
those alternatives selected as standards for new and
exi sting sources, are based on process and em ssions data
received fromthe existing facilities known by the EPA to be
i n operation.

Regul atory alternatives nore stringent than the naxi mum
achi evabl e control technol ogy (MACT) floor (m ninmum control
| evel ) were selected when they were judged to be reasonabl e,
considering cost, nonair inpacts, and energy requirenents.

Today’s final rule gives existing affected sources
3 years fromthe date of pronulgation to conply. This is
t he maxi mum anmount of tinme allowed by the Act. New affected
sources are required to conply with the standard upon
startup.

Included in today’s final rule are nethods for
determning initial conpliance as well as nonitoring,
recordkeeping, and reporting requirenents. Al of these

conponents are necessary to ensure that affected sources
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conply with the standards both initially and over tine.
However, the EPA has nmade every effort to sinplify the
requirenents in the final rule. 1In addition, EPA has
significantly reduced the anount of cross-referencing to
other rules included in today’ s final standards at the
request of facilities affected by these standards.

In addition, this rule contains an inportant and
i nnovative pollution prevention alternative for the pharma-
ceutical industry that provides an option to reduce HAP
em ssions through reductions in HAP sol vent consunption as
opposed to installing end-of-pipe controls. The EPA has
devel oped a regul ation that provides a pollution prevention
conpliance alternative to the traditional control require-
ments, and the EPA encourages the pharmaceutical industry to
meet the CAA requirenents through its use. This alternative
denonstrates EPA's comm tnent to devel opi ng regul ati ons that
are cost effective and flexible, and that reduce nonitoring,
recor dkeepi ng, and reporting burdens.

Representatives fromother interested EPA offices and
prograns, including State and regional environnental agency
personnel, and representatives fromindustry participated in
the regul atory devel opnent process as MACT partnership
menbers. For exanple, Region Il, acting as the | ead, worked
closely with the States of New York and New Jersey as wel |l

as the pharmaceutical industry in devel oping the pollution
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prevention alternative. The partnership nmenbers were given
opportunities to review and comrent on the regulation prior
to proposal and had the opportunity to conment on the
proposed standards and to provide additional information
during the public coment period that foll owed proposal.

The standards were proposed in the Federal Register on

April 2, 1997 [62 FR 15754]. The preanble to the proposed
st andards and the basis and purpose docunent (Docket
I[temI111-B-01) described the rationale for the proposed
standards. Public comments were solicited at the tinme of
proposal. To provide interested persons the opportunity for
oral presentation of data, views, or argunents concerning

t he proposed standards, a public hearing was offered at
proposal. However, the public did not request a hearing
and, therefore, one was not held. The public comrent period
was fromApril 2, 1997 to July 2, 1997. More than

40 letters were received during the comment peri od.
Comrenters included industry representatives and State
agencies. The coments were carefully considered, and
changes were nade in the proposed standards when determ ned
by the EPA to be appropriate. A detailed discussion of

t hese comments and responses can be found in the pronul ga-
tion background i nformation docunent (BID) which is | ocated
in Docket No. A-96-03, ItemV-B-01, which is referenced in

t he ADDRESSES section of this preanble. The promul gation
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BID (summary of commrents and responses docunent) serves as
the basis for the revisions that have been nade to the
st andar ds bet ween proposal and pronul gation. Section VI of
this preanbl e discusses these maj or changes.

B. Requl at ory Backgr ound

Today’s final rule inplenments section 112(d) of the
Clean Air Act (CAA) anendnents of 1990, which require the
Adm nistrator to regulate em ssions of HAP listed in
section 112(b) of the CAA. The intent of this rule is to
protect the public health by requiring new and exi sting
maj or sources to reduce generation of em ssions by using
pol lution prevention strategies or to control em ssions to
the | evel achievabl e by the maxi num achi evabl e control
technol ogy (MACT), taking into consideration the cost of
achi eving such em ssion reductions, any nonair quality and
other air quality related health and environnental inpacts,
and energy requirenents.

In 1978, EPA published a control techni ques docunent
entitled “Control of Volatile Organic Em ssions from
Manuf act ure of Synthesi zed Pharnmaceutical Products,”

EPA- 450/ 2- 78-029. The control techni que gui deli nes docunent
(CTG contains a presunptive normfor reasonably avail abl e
control technol ogy (RACT) for the manufacturing operations
covered under SIC Codes 2833 and 2834. Today’'s final rule

does not affect the presunptive RACT guidelines, although a
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portion of em ssions sources are covered by both today’s
final regulation and the CTG docunent.

In 1994, EPA promul gated National Em ssion Standards
for Hazardous Air Pollutants for Certain Processes Subject
to the Negotiated Regul ation for Equi prent Leaks. Pharma-
ceutical processes, defined as processes that synthesize
pharmaceutical internmediates or final products using carbon
tetrachl oride or nethylene chloride as a reactant or process
solvent, are subject to this rule. Today s final rule
requires control of |eaking conponents that are currently
not subject to the Negotiated Regul ation for Equi pnent
Leaks, but that contain and/or transport HAP and are
associated with processes in this source category. Today’s
rule also allows sources subject to the Negoti ated
Regul ation to conply with the LDAR provisions of this rule.

C. Requl ati on of the Pharnmaceuti cal Mnufacturing

| ndustry Under the O ean Water Act

The O ean Water Act (CWA) and a recent settlenment
agreenent (see 59 FR 25869) require EPA to devel op effl uent
[imtations guidelines and standards regul ations for the
pharmaceuti cal manufacturing industry.

On May 2, 1995 at 60 FR 21592, the EPA proposed best
avai | abl e technol ogy (BAT) econom cal ly achi evabl e and new
source performance standards (NSPS) regul ations for

53 volatile and sem volatile organic pollutants of which
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17 are HAP. The Agency al so proposed pretreatment standards
for existing sources (PSES) and perfornmance standards for
new sources (PSNS) for 45 volatile organic pollutants of
which 16 are HAP. The technol ogy basis for the volatile
organic limtations were based on steam stri pping and
advanced biol ogical treatnent. The proposed NSPS and PSNS
differed from BAT and PSES, respectively, in that they were
based on steam stripping plus distillation.

In the April 2, 1997 proposal EPA indicated that it was
consi dering changing the BAT technol ogy basis to advanced
bi ol ogi cal treatnent only. The EPA al so described three
options under consideration for setting PSES and PSNS to
address HAP and non- HAP wast ewat er pol | utant di scharges not
controlled by the MACT standards. Under the first option
conpliance wth the MACT standards would constitute
conpliance with PSES and PSNS. Option 2 involved conpliance
with the MACT standards plus additional PSES based on the
performance data base for the 1995 proposed PSES for al
vol atil e organic pollutants except al cohols and rel ated
pollutants, and Option 3 was the sanme as Option 2 except the
addi tional pollutants included al cohols and rel ated
pol | ut ants.

On August 8, 1997, at 62 FR 42720, the EPA published a
Notice of Availability (NOA) to allow public comment on the

data received since the May 2, 1995 CWA proposal and to
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further devel op and revise options for the control of
vol atil e organic pollutant discharges presented in the
April 2, 1997 MACT proposal. The EPA provided the results
of an EPA sanpling study designed to provide information
concerning the pass-through analysis for water soluble
organi ¢ pollutants such as nethanol and provided a discus-
sion thereafter of the final pass-through analysis that EPA
woul d be performng with respect to these and ot her
pollutants. The EPA also presented revisions to the
pretreatnment options (Options 2 and 3) which were first
suggested in the CM section of the April 2, 1997 MACT
pr oposal .

El sewhere in today's Federal Register EPA is publishing

final effluent limtation guideline and standards under the
Cl ean Water Act for the pharmaceutical manufacturing point
source category.

[11. Authority for National Eni ssion Standards for Hazar dous

Air Pollutants (NESHAP) Deci sion Process

A. Source of Authority for NESHAP Devel opnent

Section 112 of the Cean Air Act gives the EPA the
authority to establish national standards to reduce air
em ssions fromsources that emt one or nore HAP
Section 112(b) contains a list of HAP to be regul ated by
NESHAP. Section 112(c) directs the Agency to use this

pollutant list to develop and publish a |ist of source
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categories for which NESHAP wi ||l be devel oped; this |ist was

published in the Federal Register on July 16, 1992

(57 FR 31576). The Agency nust list all known categories
and subcategories of “nmmjor sources” that emt one or nore
of the listed HAP. A major source is defined in

section 112(a) as any stationary source or group of
stationary sources located within a contiguous area and
under common control that emts or has the potential to emt
in the aggregate, considering controls, 10 tons/yr or nore
of any one HAP or 25 tons/yr or nore of any conbi nation of
HAP.

B. Criteria for Devel opnent of NESHAP

The NESHAP are to be devel oped to control HAP em ssions
from both new and exi sting sources according to the
statutory directives set out in section 112(d) of the Act.
The statute requires the standards to reflect the nmaxi mum
degree of reduction in em ssions of HAP that is achievable
for new or existing sources. This control level is referred
to as the “maxi mum achi evabl e control technol ogy” (MACT).
The sel ection of MACT nust reflect consideration of the cost
of achieving the em ssion reduction, any nonair quality
heal th and environnental inpacts, and energy requirenents
for control levels nore stringent than the floor (described

bel ow) .
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The MACT floor is the least stringent |evel for MACT
standards. For new sources, the standards for a source
category or subcategory “shall not be |ess stringent than
the em ssion control that is achieved in practice by the
best controlled simlar source, as determ ned by the
Adm ni strator” [section 112(d)(3)]. Existing source
st andards should be no | ess stringent than the average
em ssion limtation achi eved by the best performng
12 percent of the existing sources for categories and
subcategories with 30 or nore sources or the average
em ssion limtation achi eved by the best performng
5 sources for categories or subcategories with fewer than
30 sources [section 112(d)(3)]. The determ nation of the
MACT fl oor for existing sources under today's rule is that
the average emission |imtation achi eved by the best
perform ng sources is based on a neasure of central
tendency, such as the arithnmetic nmean, nedian, or node. The
determ nati on of percentage reduction in the production-
i ndexed consunption factors used in the pollution prevention
alternative is based on the criteria that the alternative
nmust achi eve em ssions reductions equivalent to what woul d

have been achi eved by conmplying with the MACT
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V. Summary of Promul gated St andards

A. Source Categories to be Requl at ed

Today’s final rule regul ates HAP em ssions from
phar maceuti cal production facilities that are determned to
be maj or sources. These standards apply to existing sources
as well as new sources. The final standards for existing

and new source are summari zed in Table 1.
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B. Pollutants to be Requl ated and Associ at ed

Envi ronnental and Health Benefits

Phar maceuti cal production facilities emt an estimted
34,000 My/yr of organic and inorganic HAP. O ganic HAP
i ncl ude net hyl ene chl ori de, nethanol, toluene,
di met hyl f ormam de, and hexane as well|l as other HAP
Hydrogen chloride is an inorganic HAP emtted by this
i ndustry. Today's final rule reduces HAP em ssions from
phar maceutical facilities by 65 percent. Sonme of these
pollutants are considered to be carcinogenic, and all can
cause toxic health effects foll ow ng exposure, including
nausea, headaches, and possible reproductive effects. The
EPA does recogni ze that the degree of adverse effects to
human health can range frommld to severe. The extent and
degree to which the human health effects may be experienced
i s dependent upon (1) the anmbi ent concentration observed in
the area (e.g., as influenced by em ssion rates, neteoro-
| ogical conditions, and terrain); (2) the frequency of and
duration of exposures; (3) characteristics of exposed
individuals (e.g., genetics, age, pre-existing health
conditions, and lifestyle) which vary significantly with the
popul ation; and (4) pollutant specific characteristics
(toxicity, half-life in the environment, bioaccumnulation,

and persi stence).
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Most of the organic HAP emtted fromthis industry are
classified as VOC. The emi ssion controls for HAP w ||
reduce non- HAP VOC emi ssions as well. Em ssions of VOC have
been associated with a variety of health and wel fare
i npacts. Volatile organic conpound em ssions, together with
ni trogen oxi des, are precursors to the formation of
tropospheric ozone. Exposure to anmbient ozone is
responsible for a series of public health inpacts, such as
alterations in lung capacity; eye, nose, and throat irrita-
tion; nausea; and aggravation of existing respiratory
di sease. The welfare inpacts from exposure to anbi ent ozone
i ncl ude damage to sel ected conmmercial tinber species and
econom c | osses for commercially val uable crops such as
soybeans and cotton.

Hydrogen chloride is listed under section 112(r) of the
CAA. The intent of section 112(r), Prevention of Accidental
Rel eases, is to focus on chemcals that would pose a
significant hazard to the community in the event of an
accident, to prevent their accidental release, and to
m ni m ze consequences should a rel ease occur. Hydrogen
chloride, along with the other substances |isted under
section 112(r)(3), is listed because it is known to cause,
or may be reasonably anticipated to cause death, injury, or
serious adverse effects to human health or the environnent

(see 59 FR 4478, January 31, 1994). Sources that handl e
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hydrogen chloride in greater quantities than the established
threshold quantity under section 112(r)(5) are subject to
the risk managenment programrequirenents under
section 112(r)(7) (see 58 FR 54190, Cctober 20, 1993).

I n essence, the MACT standards mandated by the CAA will
ensure that all major sources of air toxic em ssions achieve
the I evel of control already being achi eved by the better
controlled and lower emtting sources in each category.

Thi s approach provi des assurance to citizens that each major
source of toxic air pollution will be required to effec-
tively control its emssions. |In addition, the em ssion
reductions achieved by today’s final standards, when
conbined with the reductions achi eved by ot her MACT
standards, wll contribute to achieving the primary goal of
the CAA, which is to “protect and enhance the quality of the
Nations’s air resources so as to pronote the public health
and wel fare and the productive capacity of its popul ation”
(the CAA, section 101(b)(1)).

C. Affected Sources

Em ssion points identified from pharmaceutical s
production include process vents, equi pnent |eaks, storage
t anks, wastewater collection and treatnent systens, and heat
exchange systens. The affected source subject to this
subpart is any pharnmaceutical manufacturing operation, as

defined in 8 63.1251 of today’'s final rule, that neets the
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followng criteria: (1) it manufactures a pharnmaceuti cal
product, as defined in 8 63.1251; (2) it is located at a
plant site that is a major source as defined in
section 112(a) of the Act; and (3) it processes, uses, or
produces HAP. Based on this definition of affected source,
new sources are created by reconstructing existing sources,
constructing new “greenfield” facilities, or constructing an
addition to an existing source which is a dedicated
phar maceuti cal manufacturing process unit (PMPU) and exceeds
10 tons/yr of an individual HAP or 25 tons/yr of conbined
HAP. Reconfigurations of existing equipnment do not
constitute “construction” and therefore NSM woul d not be
triggered under this circunstance. Therefore, a new
af fected source subject to this subpart is any affected
source for which construction or reconstruction comrenced
after April 2, 1997, and the standard was applicable at the
time of construction or reconstruction, or any PMPU that is
dedi cated to manufacturing a single product that has the
potential to emt 10 tons per year of any one HAP or 25 tons
per year of conbined HAP, for which construction conmenced
after April 2, 1997.

The PWMPU is defined according to the equi pment used to
make a pharmaceutical product. The PMPU al so incl udes

storage tanks that are associated with the process.
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D. St or age Tank Provi si ons

Today’ s final standards require existing and new
sources to control em ssions from storage tanks having
vol unes greater than or equal to 38 cubic neters (n?)
(10,000 gallons), and storing material wth a vapor pressure
of greater than or equal to 13.1 kPa (1.9 psi). The final
standards require that em ssions fromstorage tanks with
capacities greater than or equal to 38 n? (10,000 gall ons)
and | ess than 75 n? (20,000 gal |l ons) be reduced by
90 percent. Emi ssions from storage tanks greater than or
equal to 75 n? (20,000 gallons) nust be reduced by
95 percent. One of the followi ng control systens can be
applied to neet these requirenents:

1. An internal floating roof wth specified seals and
fittings;

2. An external floating roof with specified seals and
fittings;

3. An external floating roof converted to an internal
floating roof with specified seals and fittings; or

4. A closed vent systemw th the appropriate 90 or
95 percent efficient control device.

The final rule also includes an alternative standard
for any storage tank vents that are routed to an add-on
control device. Under the alternative standard, an owner or

operator may choose to conply with a total organic conpound
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(TOC) and hydrogen halide and halogen limt of 20 ppnv or
| ess, nmeasured prior to dilution and at the outlet of the
control device. The alternative standard is discussed in
nmore detail in sections IV.K and VI.G of this preanble and
is included in 8 63.1253(d) of the final rule. Today’ s
final rule does not provide for vapor bal ancing systens to
be used as an alternative nmeans of control for storage
t anks.

E. Process Vent Provi sions

The MACT standard for nost existing process vents was
set at the floor level of control, which was determ ned to
be 93 percent control. The final standards require existing
sources to reduce em ssions fromthe sumof all vents within
a process to 900 kg/yr (2,000 pounds per year [|IDb/yr]),
considering control, or neet an overall process control
| evel of 93 percent. The 2,000 |b/yr conpliance option is
limted to seven processes per year per facility.
Additionally, a regulatory alternative beyond the floor was
sel ected that requires 98 percent control of sone |arge
em ssion vents. |Individual process vents (manifol ded or
nonmani f ol ded) neeting the annual em ssions and flow rate
criteria are required to achi eve 98 percent control,

i ndependent of the overall 93 percent requirenent. (Those

process vents achieving 93 percent control prior to April 2,
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1997 are not required to neet the 98 percent control
requirenent.)

The MACT standard for process vents at new sources was
set at the floor level of control. The MACT floor was
determ ned fromthe best controlled simlar source and is
based on the nost stringent control |evel achieved for both
chem cal synthesis and fornul ation type processes. Today’s
final standards for new sources require 98 percent control
of vents in a process that has uncontroll ed em ssions
greater than 182 kg/yr (400 |b/yr).

An alternative standard for process vents was added to
the final rule [see § 63.1254(c)]. Under the alternative
standard, an owner or operator nmay choose to conply with a
TOC and hydrogen halide and halogen [imt of 20 ppnmv or
| ess, neasured prior to dilution and at the outlet of the
control device. |If only a portion of the process vents
associated wwth a process conply with the alternative
standard, then the remaining process vents nust be
controlled to the levels required by the standards (e.g.,
93 percent for the sumof renmaining vents and/ or 98 percent
control of sone individual vents for existing sources and
98 percent control of the sumof remaining vents for new
sour ces).

The process vent and storage tank standards al so

contain provisions for conplying in essentially the sane
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manner as i s described by the alternative standard--by
routing streanms to control devices achieving an outl et
concentration of TOC and hydrogen halide and halogen [imt
of 20 ppnv or |less, neasured prior to dilution. These
provisions differ fromthose descri bed under the Alternative
standard only in the nonitoring options avail abl e.

F. Wastewater Provisions

The MACT fl oor for wastewater at existing sources was
determ ned to be 54 percent control of HAP em ssions from
wast ewater. The EPA cal cul ated HAP concentration cutoffs
for wastewater streans, above which steam stripping of
wast ewater streanms would result in a |level of control as
stringent as the floor. This approach is simlar to the
hazar dous organi ¢ NESHAP (HON) and allows for the control of
t hose wastewater streans containing the nost significant
anmount of HAP. The final standards require existing sources
to control wastewater with the follow ng characteristics at
t he point of determ nation (PCD):

1. Streans having partially sol uble HAP conpound
concentrations of 1,300 ppnw or greater and a total PMPU HAP
|l oad of 1 My/yr or greater;

2. Streans having a conbined total HAP concentration
of 5,200 ppnw or greater and a total PMPU |l oad of 1 My/yr or

greater;
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3. Streams having a total HAP concentration of
10, 000 ppmw with a total facility HAP load of 1 My/yr or
greater; or

The final standards require that air em ssions from
wast ewat er coll ection systens be suppressed and that
wastewater is treated. Conpliance is denonstrated by one of
the foll owm ng met hods:

1. Using an enhanced biotreatnent systemfor sol uble
HAP;

2. Denonstrating renoval s achi eving 99 percent by
wei ght of partially soluble HAP conmpounds, and 90 percent by
wei ght of sol ubl e HAP conpounds, fromtreatment systens; or

3. Denonstrating a renoval of 95 percent by wei ght of
total organic HAP fromtreatnent systens.

For new sources, the MACT floor for wastewater is based
on a facility that currently incinerates a significant
percent age of wastewater containing HAP in an incinerator
conbusting a mxture of wastes. The final standards require
the sane applicability and control requirenents described
above for existing sources and an increased renoval of
solubles (from90 to 99 percent) for streans having a
sol ubl e HAP concentration of 110,000 ppnw at any of the | oad
criteria (1 My/yr total HAP fromthe PMPU, or facility).

A de minims HAP concentration and flow rate exenption

was added to today’s final rule. Streans containing |ess
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than 5 ppmw of partially soluble and/or soluble HAP and a
total yearly load of 0.05 kg/yr of partially sol uble and/or
sol ubl e HAP are not considered wastewater, and thus, are
exenpted fromthe wastewater provisions in today’s final
rul e.

G Equi pnent Leaks

Today’s final rule contains revisions to the proposed
equi pnrent | eak requirenents that were originally based on
subpart H (of the HON rule). The final rule primrily
contai ns changes to the standards for val ves and connectors
i n gas/vapor service and light liquid service. The
standards for valves in gas/vapor service and in |ight
liquid service in section GGGA-6 were changed as foll ows:
the requirenent to inplenment a quality inprovenent program
and all references to 8 63.175 have been renoved; an
al l owance for nonitoring every 2 years for those processes
with less than 0.25 percent | eaking val ves has been added;
an all owance for val ve subgroupi ng was al so added; the
equation used to determ ne the percent of |eaking valves in
a process was changed to elimnate the optional credit for
val ves renoved, Vc; and the rolling average of | eaking
val ves was revised so that it is calculated as an average of
the last 3 nonitoring periods for annual or biannual
nmonitoring prograns. The nonitoring schedule for connectors

i n gas/vapor service and light liquid service in
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section GGGA-3(a)(7) also was revised to allow for decreased
monitoring for those conponents with the | owest |eak rates.
For leak rates |less than 0.25, the nonitoring frequency for
connectors is now once every 8 years.

H. Pol l uti on Prevention Alternative

Today’ s final standards include a pollution prevention
(P2) alternative standard that neets the MACT fl oor for
exi sting sources and can be inplenented in lieu of neeting
the requirenents for existing process vents, storage tanks,
wast ewat er streanms and equi pnment | eaks. The P2 alternative
only applies to existing sources and includes two options
whi ch are shown in Table 2. Under option 1, owners or
operators can satisfy the requirenents for all em ssion
source types associated wth each pharmaceutica
manuf acturing process unit (PMPU) by denonstrating that the
producti on-i ndexed consunption of HAP has decreased by at
| east 75 percent froma baseline set no earlier than the
1987 cal endar year. The production indexed HAP consunpti on
factor is expressed as kg HAP consuned/ kg product produced.
Under the second P2 option, owners or operators nust denon-
strate at |east a 50 percent reduction in the production
i ndexed HAP consunption factor, plus an additional anount of
reduction in HAP em ssions through the use of add-on
controls, such that the overall reduction in HAP em ssions

is at least 75 percent fromthe baseline period.
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TABLE 2. ALTERNATI VE P2 STANDARD
Option |Description of P2 option

1 Denobnstrate at |east a 75 percent reduction in the kg
consunpti on/ kg production factor from a baseline period.

2 Denonstrate at | east a 50 percent reduction in the kg/k
factor, plus an additional reduction from add-on contro

equi valent to at |least a 75 percent overall reduction in the
kg/ kg factor from baseline.

The follow ng restrictions also apply to the pollution
prevention standards in today’s final rule. For any
reduction in the production-indexed HAP consunption factor
that is achieved by reducing a HAP that is also a VOC, an
equi val ent reduction in the production-indexed VOC
consunption factor is required. For any reduction in the
producti on-i ndexed HAP consunption factor that is achieved
by reducing a HAP that is not a VOC, the production-indexed
VOC consunption factor nay not be increased. Also, the
final rule allows owners or operators of PMPU s that
generate HAP emissions to qualify for the pollution
prevention alternative, provided that the HAP em ssions
generated in the PMPU are reduced to the required |l evels for
process vents, storage tanks, wastewater streans and equi p-
ment | eaks specified in 88 63.1252 t hrough 63. 1256 of
today’s final standards. The baseline production-indexed
HAP and VOC consunption factors nmust be based on consunption
and production val ues averaged over the tinme period from
startup of the process until the present tine (assum ng the

process has been in operation at least 1 full year), or the
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first 3 years of operation (beginning no earlier than 1987),
whi chever is the lesser tinme period. Processes that began
operation after April 2, 1997 are not eligible for the P2
alternative.

Today’s final standards al so require owners and
operators conplying with the P2 standard to submt a P2
Denonstration Summary as part of the Preconpliance
Notification Report that describes how the P2 alternative
will be applied at their facilities. The m ninum data
requi renents for the P2 Denonstration Sunmary are listed in
8 63.1257(f) of today's final rule.

| . Heat Exchange Provi Si ons

Today’ s final standards for heat exchange systens are
unchanged from proposal. Omers or operators nust conply
wi th the heat exchange provisions listed in the HON at
8§ 63.104 with two exceptions: (1) the nonitoring frequency
shall be no less than quarterly, and (2) owners or operators
of heat exchange systens that neet current good manufac-
turing practice (CGW) requirenents at 21 CFR part 211 may
el ect to use the physical integrity of the reactor as the
surrogate indicator of heat exchange system around reactors.

J. Eni ssions Averagi ng ProviSions

The em ssions averagi ng provisions in today’s final
rul e are unchanged from proposal. The final rule allows

en ssi ons averagi ng anong process vents and anong storage
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tanks at existing sources. Restrictions on the use of
em ssions averaging are listed in 8 63.1252(d) of today’s
final rule and are essentially the sanme as those contai ned
in the HON. The alternative standard (see foll ow ng
section K) is not to be included in the em ssions averagi ng
provi si ons and/ or cal cul ati ons.

K. Alternative Standard

For owners or operators of affected sources that treat
em ssions wth an add-on control device, an alternative
standard has been added under 88 63.1253(d) (storage tanks)
and 63.1254(c) (process vents). To conply with today’s
alternative standard(s), the control device nust achi eve an
outlet, undiluted TOC concentration, as calibrated based on
nmet hane or the predom nant HAP, of 20 ppnv or |less and a
hydr ogen hal i de and hal ogen concentrati on of 20 ppnmv or
| ess, as denonstrated through the test nethods and
procedures in 8 63.1257 and nonitoring provisions in
8 63.1258. The applicability level is the control unit and
all sources vented to the control unit which is considered
one regul ated entity. Because the applicability of this
standard is focused on the control device, this scenario is
consi dered one regulated entity with regard to the nunber of
violations that would apply if there is an exceedance of the
20 ppnv TOC and 20 ppnmv hydrogen hal i de and hal ogen outl et

concentration limt(s). The remaining process vents within
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a process not controlled by the alternative standard nust be
controlled to the percent reduction required by the
st andar ds.

L. Test Methods and Conpliance Procedures

To determ ne conpliance with the percent reduction
requi renent for pharmaceutical process vents, uncontrolled
and controlled em ssions fromall process vents wthin the
process shall be quantified to denonstrate the appropriate
overall reduction requirenents (93 percent or 98 percent).
For process vents controlled by devices handling | ess than
10 tons/yr, the owner or operator can either test or use
cal cul ati onal nethodol ogies to determ ne the uncontrolled
and controlled em ssion rates fromindividual process vents.
For process vents controlled by devices handling nore than
10 tons/yr, tests are required to determ ne the reduction
efficiency of each device. Performance test provisions
requi re testing under worst-case conditions, but the final
rule provides flexibility in determ ning these worst-case
conditions. Control devices that have previously been
tested under conditions required by this standard and
condensers are exenpt fromem ssions testing. Testing is
not required for devices used to control em ssion streans
from storage or wastewater sources exclusively. However, if

testing is conducted, then the sane nethods apply.
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M Mbni tori ng Requirenents

Monitoring is required in the final rule to determ ne
whet her a source is in conpliance on an ongoing basis. This
monitoring is done either by continuously neasuring em ssion
reductions directly or by continuously nmeasuring a site-
specific operating paraneter, the value of which is
established by the owner or operator during the initial
conpliance determ nation. The operating paraneter value is
defined as a single point at either a m nimum or maxi num
val ue established for a control device that, if achieved on
a daily average or block average by itself or in conbination
with one or nore other operating paraneter val ues,
determ nes that an owner or operator is conplying with the
applicable operating limts. These paraneters are required
to be nonitored at 15-mnute intervals throughout the
operation of the control device for devices controlling
greater than 1 tons/yr. For devices controlling streans
totaling less than 1 ton/yr, only a site-specific periodic
verification that the devices are operating as designed is
required to denonstrate conti nuous conpliance. Owners and
operators nust determ ne the nost appropriate nethod of
verification and propose this nethod to the Agency for
approval in the preconpliance report, which is due 6 nonths
prior to the conpliance date of the standard. The

nmonitoring requirenents apply to all control devices, even
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t hose used exclusively for storage tanks or wastewater
sour ces.

N. Recor dkeepi ng and Reporting Requirenents

Table 1 to subpart GGG was revised to clarify the
specific requirenents of the final rule and the referenced
requirenents in the General Provisions. A summary col umm
describing the requirenents of each part of the Cenera
Provi sions has been added to Table 1 and additional coments
address wordi ng i ssues and exceptions to the General
Provi si ons | anguage.

V. Summary of Environnental ., Enerqy. Cost, and Econom c

| npact s

These NESHAP woul d af fect pharmaceutical production
facilities that are nmajor sources in thenselves, or
constitute a portion of a major source. There are
270 existing facilities manufacturing pharmaceuti cal s,

101 of which were assuned to be major sources for the

pur pose of devel opi ng these standards and cal cul ating

i npacts. The expected rate of growth for the pharmaceuti cal
industry is expected to be 2.4 percent per year through
1998.

A. Ar |npacts

Today’s final standards will reduce HAP em ssions from
exi sting sources by 22,000 My/yr (24,000 tons/yr) fromthe

baseline | evel, a reduction of 65 percent from baseline, and
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75 percent fromuncontrolled. These reductions also wll
occur if facilities elect to inplenent the alternative
pol lution prevention standard. Since many of the HAP
emtted by the pharmaceutical industry are also VOC, today’s
final standards also wll reduce VOC em ssions.

B. Water and Solid Waste | npacts

Much of the steam stripping operations will result in
recoverable material. However, the new source requirenent
for very rich, sol uble HAP-contai ni ng wastewater i s expected
to generate solid waste. The EPA estimates that an average
of 900 tons of solid waste per year per facility will be
generated as a result of today’'s final standards. However,
bi ol ogical treatnent is a possible neans of conpliance.

C. Ener gy | npacts

Today’s final standards for the pharmaceutical s source
category will require an additional energy usage of
2,400 x 10° British thermal units per year (Btu/yr).

D. Cost | npacts

The em ssion reductions required by this regulation can
be achi eved using one or nore of several different
techniques. To determi ne costs, certain control scenarios
were assuned. The scenarios used in costing were judged to
be the nost feasible scenarios possible for neeting the
requi renents of the standards froma technical and cost

standpoint. The total control cost includes the capital
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cost to install the control device, the costs involved in
operating the control device, and costs associated with
nmonitoring the device to ensure conpliance. Mnitoring
costs include the cost to purchase and operate nonitoring
devices, as well as reporting and recordkeepi ng costs
required to denonstrate conpliance. Nationw de, the total
annual cost of this standard to the industry for existing
and new sources is approximtely $64 mllion and
$11 mllion, respectively (1998 dollars). To estinmate these
annual costs, capital costs were annualized over 10 years
(with no delay for installation). (The annual costs
presented in the preanble to the effluent Iimtations
gui del i nes and standards are | ower than the above costs
because they are based on a | onger annualization peri od.
Costs for the effluent guidelines limtations and standards
are annual i zed over 16 years (a 1l-year installation period
plus a 15-year project life). As a result, annual costs for
existing sources in the preanble to the effluent |limtations
gui delines and standards (referred to as pretax annualized
costs for the MACT standards rule for all facilities) are
reported at $58.4 million.) The EPA believes that
nmoni toring, reporting, and recordkeeping costs will be
substantially reduced for those facilities that choose to

conply with today’s final rule through either the P2 option
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or the alternative standard of 20 ppm TOC and 20 ppm
hydr ogen hal i des and hal ogens.

E. Econom c | npacts

The econom ¢ i npact analysis of this standard shows
that the estimated price increase fromconpliance with the
recomended standards for process vents, storage tanks, and
wastewater is 1.1 percent. Estimated reduction in nmarket
output is 1.9 percent.

No plant closures are expected from conpliance with
this set of alternatives. For nore information, consult the
econom c i npact report entitled “Econom c Analysis of Ar
Pol | uti on Regul ati on Regul ations: Pharnaceutical |ndustry,
August 1996."

VI . Maj or Comments and Changes to the Proposed Standards

In response to comments received on the proposed

st andards, changes have been nade to the final standards.
Wil e sone of these changes are clarifications designed to
make EPA's intent clearer, many of themare significant
changes to the requirenments of the proposed standards. A
summary of the substantive comments and/or changes nade
since proposal are described in the foll ow ng sections.
Detail ed responses to public coments are included in the
promul gation BID: Summary of Public Comments and Responses

(Docket Item No. V-B-01). Additional information on the
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final standards is contained in the docket for this
rul emaki ng (see ADDRESSES section of this preanble).

A. Applicability Provisions and Definitions

1. General Applicability: Definition of

Phar maceuti cal Product

At proposal, pharmaceutical product was defined as “any
mat eri al described by the Standard Industrial Cassification
(SIC Code 283, or any other fernmentation, biological or
natural extraction, or chem cal synthesis product regul ated
by the Food and Drug Adm nistration, including conponents
(excl udi ng exci pients) of pharmaceutical fornul ations, or
internmedi ates used in the production of a pharnaceuti cal
product.” Many commenters stated that, based on the
proposed definition of pharmaceutical product, the general
applicability of the standard is too broad, anbi guous, and
appears to overlap with other MACT standards that cover the
chem cal industry. Coments on the definition of pharnma-
ceutical product focused on the follow ng four areas:

(1) the use of Standard Industrial Cassification (SIC
codes, (2) the scope of products regul ated by the FDA
(3) the neaning of the term®“internediates,” and (4) the
excl usi on of specific products/processes.

Many comrent ers suggested that instead of referencing
SIC code 283, the definition of pharmaceutical product

shoul d be narrowed to include only SIC codes 2833 and 2834
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because facilities classified under these two SIC codes
produce pharmaceuticals as their primary product, and were
t he source of information and data that forned the basis for
the proposed rule. Two other commenters stated that the use
of SIC codes or the new North American Industrial C assi-
fication System (NAICS) codes in defining pharmaceutica
products was i nappropriate because of the anbi guous nature
of SIC and NAICS code applicability, and that instead of
using SIC or NAICS codes, the definition should clearly
describe the characteristics of the processes that are
subject to the rule. One of the commenters al so provided a
recomended definition of pharmaceutical product based upon
the definition of “drug product” already established by the
Food and Drug Adm nistration at 21 CFR 210.3 (Current Good
Manuf acturing Practice in Manufacturing, Processing,
Packi ng, or Hol ding of Drugs).

Many comrenters stated that the inclusion of the
phrase, “regul ated by the Food and Drug Adm nistration”
shoul d be deleted fromthe definition of pharnmaceuti cal
products because many nondrug products such as cosnetics,
food additives, plastics (food contact filnms) and dietary
suppl enents, are regul ated by the FDA and could be inter-
preted as bei ng pharmaceutical products based on the
proposed definition of pharnmaceutical product. However,

anot her commenter requested that EPA expand the definition
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of pharnmaceutical products to include products regul ated by
the U S. Departnent of Agriculture (USDA) as well as the FDA
because the pharnmaceutical industry produces ani ma
bi ol ogi cs using the sane processes used to produce human
bi ol ogi cs, and therefore, HAP emtted fromthe production of
ani mal biol ogics al so should be regulated as part of the
phar maceuti cal NESHAP

Many comrenters stated that the use of the term
“Iinternediates” in the definition of pharmaceutical product
was confusing and brings many uni ntended chem cal s and
processes into the pharmaceuti cal NESHAP; and therefore, the
term should be either clarified or deleted fromthe defini-
tion of pharmaceutical product. One comenter stated that
inclusion of the term “internediate,” in the definition of
phar maceuti cal product makes it unclear how far back in the
manuf acturing chain a regulated entity nmust | ook when deter-
mning applicability. Mny commenters stated that
operations that manufacture raw materials (such as acids and
sol vents) that are not precursors to active ingredients in
phar maceuti cal products should not be regul ated as part of
t he pharmaceutical NESHAP. Several commenters stated that
the rule should only apply to processes which produce
materials which exclusively or primarily are used to make

drug active ingredients. Another commenter stated that EPA
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needs to clarify that internedi ates already regul ated by the
HON are excluded fromthe pharnmaceuti cal NESHAP

Four comrenters requested that EPA specifically exclude
certain “nonpharmaceutical products” fromthe definition of
phar maceuti cal product. One commenter expressed concern
that due to the inclusion of SIC code 2835 and t he phrase,
“regul ated by the FDA,” in the pharmaceutical product
definition, equiprment used to manufacture nedi cal devices or
subst ances used in the manufacture of nedical devices could
be subject to the pharnmaceuti cal NESHAP i nstead of the
m scel | aneous organi c NESHAP (MON). Therefore, the
commenter requested that “nedical devices” be specifically
excluded fromthe definition of pharmaceutical product. A
second commenter stated that the rule should not apply to
specialty chem cal manufacturers who occasionally engage in
tolling a pharmaceutical internediate. The comrenter
further stated that tolling of pharmaceutical internediates
could be driven overseas if U S. specialty chem cal opera-
tions require long lead tines to identify MACT requirenents,
devel op conpliance systens, and anend title V requirenents.
A third comrenter suggested that EPA exclude contract
manuf acturing fromthe pharmaceutical rule, and allowit to
be covered by the MON. The fourth commenter requested that
EPA specifically exclude “color additives and other inactive

ingredients” fromthe definition of pharnaceutical product
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because the comenter interpreted EPA s excl usion of
excipients fromthe definition of pharmaceutical product to
mean that the pharnmaceutical NESHAP was only intended to
cover active ingredients. The fourth commenter also
provided a definition of excipients devel oped by the
| nt ernati onal Pharmaceutical Excipients Council.

The EPA considered all of the above comments and
revised the definition of pharmaceutical product based on
t hese and other considerations. The rationale for the
revised definition is presented bel ow

The EPA agrees with the comenters that SIC codes may
be anbi guous, were not devel oped with environnental regul a-
tion in mnd, and may not reflect individual processes
within a facility, and therefore, that the use of SIC codes
to define pharnaceutical product may introduce unintended
anbiguity into applicability determ nations. Al so, EPA
believes that the use of the newer NAICS codes in defining
applicability would result in the sanme problens with
anbi guity and intended use. However, based on industry
survey responses, EPA recognizes that facilities primarily
claimng SIC codes 2833 and 2834 and/or NAICS codes 325411
and 325412 produce nedicinals and pharmaceuticals as their
primary products. Therefore, for the sake of clarity and

consistent wth the survey responses, EPA has retained the
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SI C Codes and added the NAICS codes in the definition of
phar maceuti cal product.

The EPA al so agrees that the term “regul ated by FDA’ is
al so anbi guous. As noted by one comenter, in 21 CFR
section 207.10(e), FDA exenpts fromregistration and drug
[isting, “manufacturers of harmnl ess inactive ingredients
that are excipients, coloring, flavorings, enulsifiers,
| ubricants, preservatives, or solvents that becone
conponents of drugs, and who ot herw se woul d not be required
to register under this part.” The EPA agrees that sone of
t he processes used to manufacture such substances were not
i ntended for coverage by this rule, and that was the intent
of including the phrase “regul ated by FDA” in the definition
of pharmaceutical product in the proposed rule. Based on
the coments, EPA believes that a | ess anbi guous way to
define pharmaceutical product would be to base it on
definitions contained in 21 CFR 210.3 (Current Good
Manuf acturing Practice in Manufacturing, Processing, or
Hol ding of Drugs; General) for drug product or active
ingredient. These definitions capture formulation products
as well as pharmaceutical active ingredients and their
precursors.

The proposed rule also was intended to cover
internmedi ates that are manufactured prior to the final

processing steps in which a conpound becones a phar na-
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ceutical product. However, EPA recognizes the difficulty
associated wth defining an internedi ate, especially the
poi nt at which a chem cal becones associ ated wi th pharma-
ceutical manufacturing. Because the pharmaceutical industry
is characterized by nunerous processes that may be conduct ed
prior to the actual synthesis and isolation of active
ingredients, EPA rejects the notion that, in order to
sinplify applicability, only those processes yielding active
i ngredi ents should be covered by the rule. Rather, EPA
agrees with the suggestion that the rule be based on the
primary intended use of the materials manufactured. By
defining applicability according to primary use as
phar maceutical products or as their precursors,
internmedi ates that are further processed to becone active
i ngredi ents or drug conponents are covered. Therefore, in
order to clarify the boundaries of the coverage of such
precursors or internediates, the definition of process was
changed in the final rule to clarify that the provisions of
the subpart apply to materials whose “primary use” is as a
phar maceuti cal product or precursor.

The “primary use” approach al so addresses the coment
regardi ng the exclusion of contract manufacturing fromthe
phar maceutical rule. Sinply put, contract nmanufacturers
W Il be subject to this standard during periods when they

manuf act ure a pharnmaceutical product. To sinplify the
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determ nation of applicability for facilities that conduct
contract manufacturing, sone conmmenters suggested that the
rule apply to processes whose primary product is a
pharmmaceutical active ingredient. The concept of primary
product has been used in past regulations (e.g., HON P&R
IV, etc.) and was not considered in the proposed rule
because there was a conscious effort to di sengage production
equi pnent from products manufactured. Because the standards
are process-based, the intent of the proposal was to cover
t he production of pharmaceutical products, regardl ess of
what pieces of equi pnent were used to manufacture themin
the course of a year. Conceptually, the primary product
definition nmakes sense for process lines that can be used to
manuf acture nore than one product. |In the pharmaceuti cal
manuf acturing industry, however, process equipnent is
reconfigured such that the sane pieces of equi pnment may not
al ways be part of the same process line. Under the current
concept of primary product that appears in other rules, it
woul d still be difficult to determ ne the primary product of
a nondedi cat ed process, because not all the sanme equi pnent
woul d be associated with the “process.” However, by
reverting back to the concept of “primary use,” owners and
operators can clearly delineate applicability based on the
i ntended use of materials they manufacture, and not the

equi pnent they are manufactured in.
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The revised definition for pharmaceutical product in

today’s final rule borrows heavily fromdefinitions
contained in 21 CFR 210.3 (Current Good Manufacturing
Practice in Manufacturing, Processing, or Hol ding of Drugs;
Ceneral). The revised definition of pharmaceutical product
and a new definition for primary use are shown below. Al so,
definitions for “active ingredient,” “conponent,” and

“exci pient” have been included in today' s final rule.

Phar maceuti cal product neans: (1) any materi al

described by the standard industrial classification (SIC)
code 2833 or 2834; (2) any material whose manufacturing
process is described by the north anerican industri al
classification system (NAICS) code 325411 or 325412; (3) a
finished dosage formof a drug, for exanple, a tablet,
capsul e, solution, etc., that contains an active ingredient
general ly, but not necessarily, in association with inactive
ingredients; or (4) any conponent whose intended primary use
is to furnish pharmacol ogical activity or other direct
effect in the diagnosis, cure, mtigation, treatnent, or
prevention of disease, or to affect the structure or any
function of the body of man or other animals (the term does
not include excipients, but includes drug conponents such as
raw starting materials or precursors that undergo chem ca
change or processing before they becone active ingredients).

Primary use neans the single |largest use of a material.
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For reasons described above and in response to rel ated
coments, the applicability |anguage in 8 63.1250(a) al so
has been changed in the final rule such that the rule only
applies to those pharmaceutical manufacturing operations
that neet the followng criteria: (1) they manufacture a
phar maceuti cal product, as defined in section 63.1251,
(2) they are located at a plant site that is a major source
as defined in section 112(a) of the Act, and (3) they
process, use, or produce HAP. The third criterion was
included in response to one commenter’s concern that, while
the rule covers all processes at a facility which is
determ ned to be mmjor source, some processes at those mmjor
sources do not emt HAP. The comenter also stated that
al though this situation may not pose a significant
conpliance problem the | ack of an exclusion for these
non-HAP em tting processes posed an unwarranted regul atory
burden. The EPA agreed with the comenter, and nodified the
applicability of the rule as described above.

2. Definition of PMPU and Phar naceuti cal Mnuf acturing

Oper ati ons

The EPA received several coments on the proposed
definitions of PMPU and pharnmaceuti cal manufacturing opera-
tions. At proposal, PMPU was defined as “any processing
equi pnent assenbled to process nmaterials and manufacture a

phar maceuti cal product and associ ated storage tanks, waste-
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wat er managenent units, or conponents such as punps,
conpressors, agitators, pressure relief devices, sanpling
connection systens, open-ended valves or |ines, valves,
connectors, and instrunmentation systens that are used in the
manuf acturing of a pharmaceutical product.” Pharnaceuti cal
manuf act uri ng operations were defined to “include PWPU s and
ot her processes and operations as well as associ ated equi p-
ment such as heat exchange systens that are |located at a
facility for the purpose of manufacturing pharmaceuticals.”

One commenter stated that having both “pharnmaceutica
manuf act uri ng operation” and PMPU in the proposed rule was
confusing and redundant. The comenter stated that by
having both terns, the rule inplies that the definition of
PMPU does not cover all of the equipnent to be regul ated by
subpart GGG  The comenter further stated that the
i nclusi on of the phrase “associated equi pment” in the
pharmaceuti cal manufacturing operations definition was
uncl ear because the definition of PMPU al ready covers
“associ ated” equipnent. The commenter al so stated that heat
exchangers were given as an exanpl e of “associ ated equi p-
ment” under the definition of pharmaceutical manufacturing
operation, but not included as an exanple in the definition
of PMPU. For these reasons, the comenter suggested that
the definition of pharmaceutical manufacturing operation be

deleted entirely, and that heat exchangers be added to the
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list of exanples of “associated equipnent” in the PMPU
definition.

Two commenters stated that wastewater managenent units
shoul d not be included in the definition of PWPU. One
commenter stated that wastewater managenent units are not
subject to the standard, but instead are used to conply with
the standard. This comenter also pointed out that neither
the HON s definition of chem cal manufacturing process unit
(CWPU) nor the Polyners and Resin | NESHAP definition of
el ast onmer product process unit (EPPU) includes wastewater
managenent units. The commenter further stated that
i ncl udi ng wast ewat er managenent units in the definition of
PMPU could be interpreted to require new source MACT at an
exi sting wastewater managenent unit if a new, mgjor,
dedi cated PMPU is built that will contribute wastewaters to
that unit. Another commenter stated that packagi ng opera-
tions (e.g., “placenent of dose forms, such as tablets, into
contai ners, and assenbly, closure, and | abeling of these
containers”) are not pharmaceutical manufacturing opera-
tions, and thus, should be explicitly excluded fromthe
definition of pharmaceutical manufacturing operations.

Many comrenters stated that the definition of PMPU
shoul d be nodified to nmake it clear that a PMPU is a group
of equi pnent. These commenters were concerned that, as

witten, the definition of PMPU could be interpreted to nean
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that an individual piece of equipnment constitutes a PWVPU
and thus, the addition of a single piece of equipnent to an
exi sting dedicated process line could trigger new source
MACT.

Many comrenters stated that a PMPU should be identified
by its primary product and suggested addi ng | anguage to the
definition that makes it clear that PMPU s manufacture
phar maceuti cal products as their prinmary product.

After consideration of the above comments on the
definitions of pharnmaceutical manufacturing operations and
PMPU, EPA has decided to retain both terns, but with sone
nodi fications. The terns “Pharnmaceutical Manufacturing
Operations” and “Pharmaceuti cal Manufacturing Process Unit
(PMPU)” were not intended in the proposed rule to refer to
the sane sources entirely. Wile the term “Pharnmaceutica
Manuf acturi ng Operations” is the broadest termused in the
rule and covers all em ssion sources within a given facility
that are the direct or indirect result of pharmaceuti cal
manuf acturing, the term“PMPU" was intended to enconpass
each process unit within the facility and its associ ated
equi pnent. Therefore, the pharnmaceutical manufacturing
operations enconpasse all PMPU s at a given facility as well
as equi pnent that is not included in individual PMPPU s. In
t he proposed rule, the PMPU was used exclusively to define

new source applicability in 8 63.1250(c). In today’s final
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rule, PMPU s al so have replaced “processes” in the pollution
prevention standard, and therefore, PMPU s serve several
functions in the final rule. The PMPU al so serves as the
basis of the wastewater cutoffs for the standard, at 1 My/yr
applicability HAP | oad per PMPU. The EPA believes that the
broader term for pharmaceutical manufacturing operations is
necessary to include sources that cannot be associated with
single PMPU s.

By including wast ewat er managenent units in the
definition of PMPU at proposal, EPA intended that al
wast ewat er streans and residuals woul d be considered part of
the PMPU. The EPA reviewed the definition of process and
PMPU for consistency with the HON and ot her MACT standards.
Wast ewat er managenent units are subject to the standard, but
manage wastewater from several PMPU. However, wastewater
generated in a PMPU is not specifically defined as part of
the PMPU, but rather can be associated with it. This
convention is anal ogous to process vent em ssions; although
they are not specifically identified as part of the PWU, a
PMPU may generate process vent em ssions. |In deciding
whet her the PMPU has the potential to emt 10 or 25 tons of
HAP, all em ssions fromall sources associated with the
PMPU, including process vents and wastewater, nust be

considered. Therefore, the definition of PMPU was nodi fi ed
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to not specify wastewater streans, residuals, and wastewater
managenent units, as part of the PMPU

Al t hough EPA recogni zes that rarely will one piece of
equi pnent conprise a PWPU, the Agency disagrees with the
comenters that a PMPU nust al ways be defined as a group of
equi pnrent. The definition of PMPU in today’ s final rule,
however, includes the term “process” which is defined as a
“l ogi cal grouping of processing equi pment which collectively
function to produce a pharnmaceutical product” and *my
consi st of one or nore unit operations.” However, a PMPU is
not al ways associated with specific groupings of equi pnent
associated with a given process. (See also section VI.A 3
of this preanble and 8 63.1252 of the final rule for a
conplete definition of process.)

In response to suggestions that EPA define a PVPU by
its primary product, the EPA has included a primary use
concept in the definition of pharmaceutical product in the
final rule as discussed previously in section VI.A 1, above.
Based on the comments di scussed above and rel ated comments,
the definitions of PMPU and pharnmaceuti cal manufacturing
operations in today's final rule are as foll ows:

Phar maceuti cal manufacturing process unit (PVMPU) neans

the process, as defined in this subpart, and any associ ated
storage tanks, equipnment identified in 8 63.1252(f), and

conponents such as punps, conpressors, agitators, pressure
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relief devices, sanpling connection systens, open-ended
val ves or lines, valves, connectors, and instrunentation
systens that are used in the manufacturing of a
phar maceuti cal product.

Phar maceuti cal manufacturing operations neans the

facility-w de collection of PMPU s and any ot her equi pnent
such as heat exchanger systens or cooling towers, that are
not associated with an individual PMPU, but that are |ocated
at a facility for the purpose of manufacturing

phar maceuti cal products and are under common control.

3. Definition of Process

The EPA received a nunber of comments on the proposed
definition of process. At proposal, process was defined as
“a |l ogical grouping of processing equi pment which coll ec-
tively function to produce a pharmaceutical product or
isolated internediate. A process nmay consist of one or nore
unit operations. For the purposes of this subpart, process
includes all or a conbination of reaction, recovery,
separation, purification, or other activity, operation,
manuf acture, or treatnment which are used to produce a
product or isolated internediate. The physical boundaries
of a process are flexible, providing a process ends with a
product or isolated internediate, or with cessation of
onsite processing. Nondedicated sol vent recovery and

nondedi cated fornul ati on operations are considered single
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processes that are used to recover or fornul ate numnerous
mat eri al s and/ or products.”

Many comrenters requested that the definition of
process be clarified to indicate that Quality Assurance and
Quality Control (QN QC) | aboratories are not considered part
of the process. These commenters were concerned that,
al though it may be clear that Q¥ QC | abs are not “processing
equi pnent” or “an activity or an operation used to produce a
product,” the words, “or other activity, operation,” may
|l ead to confusion as to whether Q¥ QC | abs are part of the
process. The commenters suggested that EPA explicitly
exclude Q¥ QC labs fromthe definition of process because
QA QC |l aboratories emt insignificant quantities of HAP, and
therefore, tinme-consum ng nonapplicability denonstrations
coul d be avoi ded.

Several comenters recommended that EPA include storage
tanks in the definition of process so that sources that
choose to conply using the pollution prevention alternative
are not exenpted fromthe storage tank requirenents in
8 63.1252(b) of the proposed rule. The commenters stated
that em ssions from storage tanks may be significant, and
t hat sources should be required to conply with the storage
tank standards under all circunstances.

Many comrenters requested that EPA nodify the

definition of process to clarify how the process vent provi-
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sions will apply to fornulation facilities. These commenters
were concerned that the use of the term “nondedi cated” in
reference to fornulation facilities results in confusion as
to how to apply the standard. The comrenters pointed out
that, unlike equi pnment used in pharmaceutical chem cal
synthesis facilities, equipnent in a formulation facility
are only used to fornul ate products, and therefore, fornula-
tion facilities are “dedicated” to fornul ati on operati ons.
However, the commenters al so pointed out that the equi pnent
at the formulation facility is used to produce many
di fferent products, and therefore, is “nondedicated.” For
t hese reasons, the commenters reconmmended that, for fornula-
tion operations, the term “nondedicated,” be applied to the
equi prent within the facility and not the facility itself.
The comrenters al so requested that for formul ati on opera-
tions, EPAlimt the definition of process to formnulation

activities within a contiguous area (such as a fornul ation

buil ding or a contiguous area within a multipurpose building
in which formulation takes place). The commenters cited
exanpl es where separate fornul ati on operations are | ocated
at the sane plant site, but are physically separate, and
thus would require separate em ssion control systens.

Anot her commenter was concerned that use of the term
“nondedi cat ed” could be interpreted as including solvent

recovery or formulation operations that process snal
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guantities of pharmaceutical-related materials, but whose
primary use is for a process subject to another MACT rule.
The comrenter recomended that this issue be resolved by
(1) deleting the term “nondedi cated” fromthe proposed
definition of process, and (2) adding the phrase, “whose
primary use is associated with the manufacture of pharma-
ceutical products” after the word “operations” in the |ast
sentence of the proposed definition of process.

One comment er suggested that the phrase “or isol ated
i nternmedi ate” (used throughout the definition) be del eted
because “processes produce products,” but “portions of
processes produce internediates.” The comrenter further
expl ai ned that although the product of one process may be
used as a raw material in another process, the product
serving as the raw material is not typically thought of as
an internedi ate.

The EPA has nodified the definition of process in the
final rule in response to the comments descri bed above. The
EPA agrees with the comenters that QA QC | aboratories are
not part of the process, and the definition of process in
the final rule excludes QA QC | aboratories.

To clarify EPA's intention that storage tanks be
i ncluded as part of the pollution prevention alternative,
and in response to the comments regarding the perceived

excl usion of storage tanks fromthe P2 alternative, today’'s
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final rule includes storage tanks in the definition of PWMPU
and refers to PMPU s instead of “processes” in the pollution
prevention provisions (see also section V.A 2 of this
preanbl e--Definition of PMPU and Phar maceuti ca
Manuf acturing Operations, and section VI.F--Pollution
Prevention Alternative).

The EPA di sagrees with the conmmenters who believe that
the term “nondedicated,” as applied to formulation
facilities, should be applied to the equipnment within the
facility and not to the facility itself. As explained in
section VI.A.1 of this preanble, the pharmaceuti cal NESHAP
regul at es processes, not equi pnent, and the concept of
primary use is applied to the pharnaceutical product, not to
t he equi pnment used to manufacture the product. However,
today’s final rule clarifies the intent of the proposed rule
wth regard to fornul ati on and sol vent recovery operations:

t hose operations occurring within a contiguous area are to
be considered as single processes, regardless of the final
product of that fornulation or recovery operation.

The EPA agrees with the suggestions provided by one
commenter to delete all references to “isolated inter-
medi ate” and has incorporated these coments into the
definition of process in the final rule. Al so, the
definition of pharmaceutical product in the final rule (see

section VI.A 1--CGeneral Applicability: Definition of
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Phar maceutical Product) states that pharmaceutical product
“includes drug conponents such as raw starting materials or
precursors that undergo chem cal change or processing before
t hey becone active ingredients.” Therefore, drug conponents
such as raw materials and precursors, which are thensel ves
products of processes, are defined as products, rather than
“internmediates,” thus elimnating the need for the concept
of “internedi ates” (see also section VI.A 6--Definition of
| sol ated I nternediate).

For the reasons stated above, the definition of
“process” in today’'s final rule is as foll ows:

Process neans all equi pnment which collectively function
to produce a pharnaceutical product. A process my consi st
of one or nore unit operations. For the purposes of this
subpart, process includes all or a conbination of reaction,
recovery, separation, purification, or other activity,
operation, manufacture, or treatnent which are used to
produce a pharmaceutical product. C eaning operations are
consi dered part of the process. The holding of the
pharmaceutical product in tanks or other hol ding equi pnment
for nore than 30 consecutive days, or transfer of the
phar maceuti cal product to containers for shipnment, marks the
end of a process, and the tanks are considered part of the
PMPU t hat produced the stored naterial. Wen material from

one unit operation is used as the feedstock for the produc-
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tion of two or nore different pharmaceutical products, the
unit operation is considered the endpoint of the process
t hat produced the material, and the unit operations into
which the material is routed mark the begi nning of the other
processes. Nondedi cated recovery devices |ocated within a
contiguous area within the affected source are consi dered
si ngl e processes. Nondedi cated fornmul ati on operations
occurring within a contiguous area are considered single
processes. Quality Assurance and Quality Contro
| aboratories are not considered part of any process.

The revised definition of process provided above
clarifies when a process ends. The EPA sel ected 30 days as
a reasonabl e period of tinme, beyond which, if a material has
not been further processed or reacted, a process can be
consi dered conplete for the purposes of this subpart.
Applicability determ nations and control requirenments woul d
be nore difficult without such a time frame. The definition
of process is a key elenent of the rul e because nost of the
applicability and conpliance determ nations are based on the
process, as a unit. Because of concerns that processes
could be artificially divided into smaller portions of
processes in order to neet the 2,000 Ib/yr limt, EPA
limted the nunber of processes per facility that can conply
with the 2,000 Ib/yr Iimt to seven per year. However, EPA

al so added that processes with very | ow em ssions (less than



63
100 | b/yr HAP, uncontrolled) would not be counted as part of
the seven process limt. These [imtations and exenptions
are currently under review and may be revised at a | ater
tine.

4. Definition of Process Vent

The EPA received several comrents on the proposed
definition of process vent, prinmarily related to the
followng two issues: (1) the establishnment of a de mnims
| evel or cutoff bel ow which controls would not be required
and (2) how the rule applies to process vents that are
mani f ol ded together. At proposal, process vent was defined
as “a vent froma unit operation through which a
HAP- cont ai ni ng gas streamis, or has the potential to be,
rel eased to the atnosphere. Exanples of process vents
i nclude, but are not limted to, vents on condensers used
for product recovery, bottomreceivers, surge contro
vessels, reactors, filters, centrifuges, and process tanks.
Process vents do not include vents on storage tanks
regul at ed under 8 63.1252(b), vents on wastewater em ssion
sources regul ated under 8§ 63.1252(d), or pieces of equipnment
regul ated under 8 63.1252(e).”

Many comrenters requested that EPA nodify the
definition of process vent to exenpt any vent that contains
a gas streamw th [ ess than 50 ppnmv HAP averaged over the

unit operation. These comenters cited 40 CFR
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part 63.113(g) of the HON, which exenpts vents with |ess
than 50 ppnv fromnonitoring or any other provisions of
sections 63.114 through 63.118. One of these commenters
provi ded a cost analysis, using EPA's recently rel eased
biofilter cost nodel, for an existing fernentation opera-
tion, the em ssions fromwhich typically contain | ess than
50 ppnv nethanol. The cost effectiveness of biofiltration
for this scenario was estimated to be $27,000/ My, with
a percent control of 60 percent (i.e., from50 ppnv to
20 ppnv, EPA' s established practical limt of control), a
val ue that the commenter stated was “clearly unreasonable.”
The commenter further stated that for fernenter and
fermenter preparation vents, a cutoff of 100 to 200 ppnv
could be justified (as opposed to 50 ppnmv) and requested
t hat EPA consider such a cutoff.

Two commenters stated that the proposed definition of
process vent inplies that every process vent is connected to
a single piece of unit operations equi pnent, which often is
not the case at nultiproduct, multibatch facilities. One of
the comrenters suggested that the definition include a
statenment indicating that “nultiproduct facilities having
mul tiple production trains may have | arge nunbers of process
vents, which could discharge directly to the atnosphere;

di scharge through a dedi cated control equi pnent; or which

can be manifol ded from many process units into a common
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header | eading to a common control equi pnent.” The ot her
commenter stated that conpliance wth the process vent
standards woul d be nore difficult and expensive if the
definition of process vent included the conmbi ned or
comm ngl ed vents from several pieces of unit operations
equi pnent, rather than just one piece of equipnent. This
commenter al so questioned if standard industrial hygi ene
t ype exhaust pickups and general roomventil ati on exhaust
points are nmeant to be included in the definition of process
vents. The commenter pointed out that those types of
systens may exhaust through a stack, which nay be inter-
preted as being an em ssion point, but noted that sone
states do not consider these em ssion points for the
purposes of Title V permts. The commenter stated that, if
t hese em ssion points were not considered in devel oping the
MACT fl oors, they should not be included as process vents,
and requested clarification from EPA

As explained in section VI.C of this preanble, the
definition of process vent in today's final rule includes a
de mnims cutoff for uncontrolled and undil uted vent
streans of 50 ppnv HAP. Regarding nmultiple vents (fromthe
sane process) being mani fol ded together into a common
header, the Agency considers the comon header in this rule
to be a single process vent, and has revised the definition

of process vent to reflect this view In response to one
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commenter’s question about whether or not industrial hygi ene
exhausts and general roomventilation exhausts woul d neet
the definition of process vent, these sources would not be
consi dered process vents if they are under the 50 ppmv HAP
cutoff. Based on the changes di scussed above, the
definition of process vent in the final rule is as foll ows:

“Process vent neans a vent froma unit operation or

vents fromnultiple unit operations wthin a process that
are mani fol ded together into a cormmon header, through which
a HAP-containing gas streamis, or has the potential to be,
rel eased to the atnosphere. Exanples of process vents

i nclude, but are not limted to, vents on condensers used
for product recovery, bottomreceivers, surge contro
vessels, reactors, filters, centrifuges, and process tanks.
Em ssion streans that are undiluted and uncontrolled
containing |l ess than 50 ppnv HAP, as determ ned through
process know edge, test data using Methods 18 of 40 CFR
part 60, appendix A, or any other test nethod that has been
val i dated according to the procedures in Method 301 or
appendi x A of this part, are not considered process vents.
Process vents do not include vents on storage tanks
regul at ed under 8 63. 1253, vents on wastewater em ssion
sources regul ated under 8§ 63. 1256, or pieces of equipnent

regul ated under 8 63.1255."
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5. Definiti on of Process Condenser

The EPA received nunerous comments on the proposed
definition of process condenser. These comments primarily
dealt with the dual role of condensers as both process
condensers and air pollution control devices, and in which
category recirculating condensati on systens should be cl ass-
ified. At proposal, process condenser was defined as “a
condenser whose prinmary purpose is to recover material as an
integral part of a unit operation. The condenser nust
support vapor-to-liquid phase change for periods of source
equi pnent operation that are above the boiling or bubble
poi nt of substances(s). Exanples of process condensers
include distillation condensers, reflux condensers, process
condensers in line prior to the vacuum source, and process
condensers used in stripping or flashing operations.”

Many comrenters took issue with the phrase “integral
part of a unit operation” and “process condensers in |line
prior to the vacuum source.” These commenters cited
exanpl es where it could be concluded that a condenser is not
integral to a process because it does not perform any neces-
sary process function. The commenters also stated that if
there were two condensers in series prior to a vacuum
source, and the first condenser effected a phase change,

then the second condenser should be considered an air pollu-
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tion control device, even though it is located “prior to a
vacuum source.”

Three commenters suggested that the intended use be
consi dered when determ ni ng whether a condenser is a process
condenser or an air pollution control device. Two of these
comenters stated that, “if the condenser is acting as a
control unit, so that its presence is intended to prevent
chem cals fromreaching the uncontrolled environnent; if the
materials collected are | ed towards managenent and di sposal
systens; and if the collected materials are in no way used,
reused, nor sold for fuel value, then the condenser is
serving as a control unit regardl ess of the fact that the
bubbl e point is net or not at the source.” The other
comenter disagreed with the condition that to be a process
condenser, the condenser nust support a vapor-to-liquid
phase change for periods of source equi pnent operation that
are above the boiling or bubble point of the substance(s).
This commenter pointed out that under the proposed defini-
tion, the sanme condenser wll sonetinmes be a process
condenser and sonetines an air pollution control device, and
tracki ng when the condenser switches fromone to the other
woul d be burdensone. Therefore, the commenter recomrended
that the facility which operates the condenser (and knows
the process best) be allowed to determ ne whether it is a

process condenser or an air pollution control device.
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Anot her comment er suggested that EPA distinguish
bet ween process condensers and condensers serving as air
pol lution control devices by including a specific tenpera-
ture limt (i.e., 20°C) such that condensers that |ower the
tenperature of the exit gas streamto a col der tenperature
woul d be considered air pollution control devices instead of
process condensers.

Many comrenters requested that EPA specifically address
process condensers that belong to recirculating drying
systens. Most commenters stated that condensers in
recircul ating drying systens should be considered pollution
control devices. However, one commenter stated that recir-
cul ati ng condensati on systens should be defined as neither
process condensers nor air pollution control devices, but
defi ned separately, with “managenent systens to account for
their pollution prevention effects to be worked out at a
| ater date for the pronul gated standard.” The maj or concern
of all of these commenters, however, was that under the
proposed definition, the recircul ati ng condensati on systens
woul d be consi dered process condensers, and thus, the uncon-
trolled em ssions and resulting em ssions reducti ons woul d
be considerably |l ower than if the condenser was consi dered
an air pollution control device. Even though these systens
generate considerably | ower em ssions as conpared to once-

t hrough systens, owners and operators coul d not take
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advant age of the high em ssion reductions in the process
vent standard that requires 93 percent control or
2,000 I b/yr after control fromthe entire process.

The EPA di sagrees with the suggestion that the owner or
operator should be allowed to determ ne whet her a condenser
is a process condenser or an air pollution control device
based on “intended use.” Because one of the formats of the
process vent standard requires that a reduction from uncon-
trolled em ssions be applied across a process (i.e., achieve
a 93 percent reduction in em ssions fromthe process), EPA
i's concerned about the opportunity for crediting reductions
achi eved by condensing boiling streans on other sources in
the process. In fact, in requesting data fromindustry
(which was | ater used to set the MACT floor), the MACT
partnership specifically confirnmed fromresponders that the
data reported was based on the definition of process
condenser as described in the proposed rule. Therefore, EPA
has retained the intent of the proposed definition, but has
made cl arifying changes. The definition of process
condenser in the final rule is as foll ows:

“Process condenser neans a condenser whose primary

purpose is to recover material as an integral part of a
process. The condenser mnust support a vapor-to-liquid phase
change for periods of source equi pnent operation that are at

or above the boiling or bubble point of substance(s) at the
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liquid surface. Exanples of process condensers include
distillation condensers, reflux condensers, and condensers
used in stripping or flashing operations. In a series of
condensers, all condensers up to and including the first
condenser with an exit gas tenperature below the boiling or
bubbl e point of the substance(s) at the liquid surface are
considered to be process condensers. Al condensers in line
prior to a vacuum source are included in this definition.”

The EPA al so rejects the suggestion to use 20°C as a
tenperature cutoff in determ ning whether a condenser is a
process condenser or an air pollution control device.
Because of the differences in the chem cal and physical
properties of substances used in the nmanufacture of
pharmaceuti cal products, one tenperature cannot be used to
represent all processes; in sone cases, a condenser
operating at 20°C could actually be an air pollution control
device and not a process condenser. Finally, EPA disagrees
with the requests that condensers in recircul ating drying
systens be considered as pollution control devices or
defined separately. Em ssions fromthe recirculating drying
systens only occur during periodic depressurizations, and
t hese uncontroll ed em ssions may be | ow enough such that the
process may be under the 2,000 | b/yr cutoff. Processes with
recirculating drying systens also nay be able to take

advant age of the pollution prevention standard.
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6. Definition of Isolated |Internedi ate

At proposal, isolated internediate was defined as “any
internediate that is renoved fromthe process equi pnent for
tenporary or permanent storage or transferred to shipping
containers.” The concept of an internediate was al so
i ncluded in the proposed definition of pharnaceuti cal
product which contained a reference to “internedi ates used
in the production of pharnmaceutical products (see
section VI.A.1 of this preanble). One comenter on the
proposed rule stated that EPA should not use or define the
term “isolated internediate,” in the pharmaceutical NESHAP
(The sane commenter also stated that the term “isol ated
internedi ate,” should be renoved fromthe definition of
process [see al so section VI.A 3--Definition of Process].)
The commenter pointed out that the termis “peculiar to the
Toxi ¢ Substances Control Act (TSCA), where a long history of
interpretation has been devel oped,” and if EPA uses this
sane termin the pharmaceutical NESHAP, “inconsistencies in
interpretation will be inevitable.”

Many ot her comrenters suggested that the definition of
isolated internedi ate be nodified so that the physical
removal of an internmediate fromthe process equi pnent is not
required as a condition for neeting the definition of
isolated internediate. These commenters pointed out that,

in some cases, an internediate may remain in a storage tank
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or other retention equipnment prior to being used in a
different process step, and w thout ever being renpoved from
either set of process equipnment. The commenters further
stated that the fact that retention tanks are used as
separation lines as an alternative to storing the materi al
in druns or separate containers “is a matter of
conveni ence.” Therefore, the comenters recommended the
followng nodified definition of isolated internediate:

“Isolated internedi ate neans any internediate that is
stored in storage tanks or other hol ding equipnent for |ater
use, or that is transferred to containers for shipnment or
storage.”

After considering these and other related comments (see
section VI.A 3 of this preanble), EPA has deleted the term
“Isolated internediate,” fromthe definition of process to
avoi d confusion and enphasi ze that products are the end
result of processes. Therefore, isolated internediates are
no |l onger defined or referred to in today' s final rule.

Al so, the definition of process in the final rule incorpo-
rates the commenters’ suggestion above regardi ng the fact

t hat physical renoval of the “product” fromthe process

equi pnent should not be a required condition for neeting the
definition of “product.” 1In addition, the definition of

process in the final rule specifies when a process “ends.”
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7. Research and Devel opnent Facilities

Many comrent ers expressed support for the proposed
definition of research and devel opnent facilities because it
draws a clear distinction between activities related to
manuf acturing (which are covered under today’ s final
phar maceuti cal producti on NESHAP) and those related to
research and devel opnment (which are not covered by today’s
final rule). The commenters further stated that such a
clear distinction is necessary because pharnaceutical manu-
facturing operations and research and devel opnent activities
are often |ocated at the sane site. Many comenters
requested that EPA nake it clear that pilot plants are not
subj ect to the proposed pharnmaceutical standards if they
meet the definition of “research and devel opnent facility.”

I n determ ni ng whether an operation of facility constitutes
a research and devel opnent facility, it is EPA's intention

t hat owners and operators and i npl enenting agenci es shoul d
refer to the definition of research and devel opnent facility
whi ch appears in Section 112(c)(7) of the Cean Ar Act,
rather than relying on existing conpany designations or
facility names. For exanple, if a pilot plant is coll ocated
wi t h pharnmaceuti cal manufacturing operations that are
subject to this subpart, and the pilot plant neets the

criteria outlined in the definition of research and devel op-
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ment facility, then the pilot plant would not be subject to
this subpart.

Two commenters were concerned that the term “de
mnims,” as it is used in the definition of research and
devel opnment facility, was not defined in the proposed rule.
One of the commenters stated that, wthout clarification (of
de mnims) the definition will |ead to exhaustive and
potentially contentious negotiations between sources and
regul atory agencies, and may result in inequitable exenption
decisions at simlar facilities located in different juris-
dictions. The comenter also pointed out that sone States
have included nore specific provisions, such as limting the
nunber of products produced, establishing maxi rumdaily
em ssion rates, or requiring segregation of the R&
activities fromthe production areas. Although EPA
recogni zes the concerns of the commenters, today’s final
rul e does not establish a de mnims |level for research and
devel opnent facilities. The EPA does not have sufficient
data to establish a de mnims level, and therefore, such
determnations will have to be nade by the applicable
permtting authorities. Also, EPAis in the process of
col l ecting background information on the various segnents of
research and devel opnent facilities nationwde and is
consi dering devel opnment of a NESHAP for one or nore of these

segnents in the future.
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8. Consistency with O her Rul es

The EPA received nunerous comments regarding the
potential for overlapping regulations. Commenters were
strongly opposed to the idea of the sane sources being
subject to nultiple regulations and asked EPA to clarify
whi ch regul ations applied to pharnmaceutical manufacturing
oper ati ons.

The EPA has identified several potential areas in which
today’s final standards, the RCRA standards (subpart AA or
CC), and/or subpart | of 40 CFR part 63 could apply to the
sanme situation. To avoid inconsistent requirenments, the EPA
has tried to nake the regul atory | anguage as specific as
possi ble as to which regul ation(s) the owner or operator
must conply with to satisfy the requirenents of al
regul atory progranms. For exanple, if an air pollution
control device is subject to the pharmaceuticals production
NESHAP and RCRA requirenents, 8 63.1250(h)(2) of today’s
final rule states that the owner or operator may elect to
conply with the nonitoring, recordkeeping and reporting
requi renents of either rule, as long as they identify which
rule’s requirenents they have selected in the Notification
of Conpliance Status report. However, if the owner/operator
elects to go with RCRA requirenents, there nay be additional

(mnimal) reporting requirenents.
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Simlarly, 88 63.1250(h)(1), (3) and (h)(4) address
overlap with other MACT standards, subpart Kb (the NSPS for
organic liquid storage tanks), and subpart | (the negoti ated
regul ation for equi pnent |eaks). After the conpliance date
for today’'s final rule for pharmaceuticals production, an
af fected source subject to Subpart | is required to conply
only with the provisions of today's final rule. For sources
subj ect to other MACT standards and NSPS Kb, reporting
requi renents may be streamlined to the extent that the rules
are consi stent.

B. St or age Tank Provi si ons

The proposed and final standards for storage tanks with
capacities greater than 20,000 gallons (i.e., reduce HAP
em ssions by at |east 95 percent) represent a control |evel
that is beyond the MACT floor. |In deciding to go beyond the
MACT fl oor, EPA determ ned that floating roof technol ogy was
| ess costly than condensers (which represented the MACT
fl oor technology and 90 percent control) and resulted in
greater em ssion reductions. Mny comenters stated that
t he proposed requirenents for storage tanks with capacities
greater than or equal to 20,000 gallons represent an
increase in stringency (beyond the MACT floor) wthout
precedent. These comrenters suggested that 90 percent
control of HAP em ssions was nore appropriate and consi st ent

with the storage tank provisions of simlar rules (e.g., the
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HON and 40 CFR 60, Subpart Kb). The commenters al so gques-
tioned EPA's assunption that floating roof technol ogy could
and woul d be used to reduce em ssions from storage tanks,
given the general |ack of storage tanks at pharnaceuti cal
manufacturing facilities that are fitted with floating roofs
and the use of horizontal storage tanks (which cannot be
fitted wth floating roofs) at sone facilities.

In addition, comenters requested that EPA include in
the final rule: (1) an exenption for storage tanks emtting
| ess than 500 | b/yr of HAP (an alternative that was
consi dered and then dropped during the regulatory revi ew
process), and (2) a provision that allows vapor bal anci ng
systens as an alternative neans of control. The commenters
revi ewed what was gai ned by dropping the 500 I b/yr cutoff
alternative and concluded that in the top 12 percent of
storage tanks, the associated em ssions that would not be
controlled under the 500 | b/yr cutoff alternative are
2,710 I b/yr (or 150 Ib/yr/ tank). Based on an annuali zed
cost of $142,500/yr (to control the 2,710 Ib/yr), the
commenters determ ned that the cost effectiveness of
controlling the em ssions fromstorage tanks with em ssions
| ess than 500 | b/yr would be $115,913/My. The commenters
further stated that the EPA has authority under the law to
establish de mnims provisions for exceptions from

statutory directives when the benefits of regulation are
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significantly outwei ghed by the associated costs and ot her
burdens, and the 500 I b/yr cutoff alternative neets the
criteria for establishing such a de mnims provision,
especially considering the fact that the proposed storage
tank provisions represent a control |evel above the MACT
fl oor.

Many comenters stated that the rule should specify
t hat vapor bal anci ng systens neet the requirenents of the
storage tank provisions. The comenters stated that vapor
bal anci ng systens are effective, relatively easy to use,
capabl e of achieving control efficiencies as high as 90 to
98 percent, and are accepted under other rules (both NSPS
and NESHAP), and therefore, should be accepted in the
pharmaceuti cal NESHAP. One commenter al so pointed out that,
when vapor balancing is used (i.e., the storage tank vapor
space is routed to the truck), the source of pollutionis
t he vapor content of the truck; however, when the storage
tank is vented to a control device, there are two sources of
pollution: the HAP vapor fromthe truck and secondary
pollutants fromthe control device. The sanme commenter
recommended that the State of New Jersey requirenments for
vapor control (7:27-16.4 VOC Transfer Qperations, Oher Than
Gasoline) be incorporated into the storage tank provisions.

In response to the coments on the proposed storage

tank provisions, today's final rule does not include
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provi sions for vapor bal anci ng of storage tanks. However,
this issue will be addressed in the Organic Liquids
di stribution MACT standard. The MACT fl oor for storage
tanks was determ ned to be 90 percent control of HAP from
storage tanks and did not cover tank truck vapor. The EPA
al so considered the coonmenters’ request for a 500 | b/yr
cutoff, but rejected it because a sufficient nunber of smal
storage tanks in service at pharmaceutical manufacturing
facilities are controlled, and the 500 | b/yr cutoff
represents an alternative that is less stringent than the
MACT floor, and thus, is not acceptable. The control |evel
for storage tanks with capacities greater than or equal to
20,000 gallons in the final rule is the same as proposed
level (i.e., 95 percent). As explained in the Basis and
Pur pose Docunent (see Docket A-96-03, ItemNo. II11-B-01 ),
EPA chose 95 percent control (as opposed to the MACT fl oor)
for storage tanks greater than 20,000 gal |l ons because
floating roof technol ogy has been denonstrated to achieve
95 percent control and is considerably | ess expensive than
ot her technol ogies. Although floating roofs currently may
not be in use on storage tanks in the pharmaceuti cal
i ndustry, EPA is not aware of any technical obstacles to
their use, except in the case of horizontal tanks. Also,
owners or operators still have the option of using add-on

controls instead of floating roofs.
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C. Process Vent Provi sions

The EPA received nunerous comments on the proposed
standards for process vents. Coments focused on the
follow ng areas: (1) establishnment of a concentration-based
applicability cutoff, (2) inplenentation of the 98 percent
control requirenent, (3) new source MACT for process vents,
and (4) conpliance peri ods.

1. Applicability Cutoff

Many comrent ers suggested that EPA establish a
concentration threshold bel ow which an em ssion stream woul d
not be considered a process vent, and thus woul d be exenpt
fromfurther applicability determ nations, control or
nmonitoring requirenents. The comenters recomended a de
mnims concentration of 50 ppnmv or 50 ppnw for process
vents.

After consideration of the above recommendati ons and
coments related to the alternative standard (see
section VI.G of this preanble), EPA decided to establish a
de mnims cutoff for process vents equal to 50 ppnv HAP,
based on uncontrolled, undiluted em ssions. The de mnims
cutoff is incorporated into the definition of process vent,
whi ch states that uncontrolled, undiluted em ssion streans
containing |l ess than 50 ppmv HAP are not consi dered process

vents.
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2. | npl enentation of the 98 Percent Control

Requi r enent

Today’s final rule requires facilities to apply an
equation in 8 63.1254(a)(3) to determne if em ssions from
the process vent nust be controlled by 98 percent as opposed
to 93 percent. The applicability equation uses two
vari ables, vent flow and yearly uncontrolled HAP em ssi ons,
to calculate a flowrate. The calculated flowrate is then
conpared to the process vent’'s actual flowrate, and if the
actual flowrate is less than or equal to the cal cul ated
flowrate, the process vent requires 98 percent control. A
nunber of comrenters believe that the 98 percent control
applicability equation should be del eted because it wll
create a significant recordkeepi ng burden, will be
practically inpossible to inplenent, and will significantly
hanper operational flexibility.

The maj or concern noted by the comenters was that the
applicability equation, though fairly straight-forward for
dedi cat ed singl e-product processes, is extrenely difficult
if not inpossible to apply to multipurpose nondedi cat ed
processes. The commenters stated that, because nondedi cated
processes use individual pieces of equipnent to nmake
numer ous products over the course of a year, the em ssion
stream characteristics of the associated process vents w ||

change dependi ng on the product being manufactured, and
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t hus, the recordkeeping requirenents for a single process
vent woul d be burdensone. The commenters al so pointed out
that a facility may have 200 to 300 i ndivi dual process
vents.

Anot her concern raised by the coomenters was that a
slight variance fromforecasted production could result in a
process vent previously required to control em ssions by
93 percent to becone subject to the 98 percent contro
requirenent, and the affected facility would not have
sufficient lead tinme to upgrade their control equipnent from
93 to 98 percent. The commenters were concerned that such
uncertainties will hanper operational flexibility because
facilities will be forced to inpose limtations on produc-
tion to ensure that they will not trigger 98 percent
control. The commenters also stated that applying the
applicability equation to mani fol ded vents would further
conplicate matters because nore sources emtted through the
same vent will result in greater variability of vent stream
characteristics.

The comenters al so requested that if EPA retains the
98 percent control requirenent for existing process vents in
the final rule, that 8 63.1252(c)(4) in the proposed rule be
revised to clearly describe howto apply the 98 percent
control applicability equation. Comenters noted that using

t he past actual annual HAP em ssions versus projected annual



84
HAP em ssions in the applicability equation is an issue
because the production of many products varies fromyear to
year, and historical and forecasted annual HAP em ssion
estimates nmay be very different. The commenters al so were
concerned that the proposed rule did not clearly establish
how to determ ne the process vent’s actual flow rate, which
w Il be conpared to the applicability equation’ s cal cul at ed
flowrate. Finally, the coomenters suggested that EPA
specify that the applicability equation applies to indi-
vi dual pieces of equipnment in a formulation facility. The
commenters were concerned with how the applicability
equation woul d be applied to nondedi cated fornmnul ati on
facilities. The commenters pointed out that nondedi cated
formulation facilities often use multiple pieces of the sane
equi pnent to performone operation (e.g., six tray dryers),
and not all of these pieces of equipnment will be used to
produce every product in the forrmulation facility (i.e., not
all trays of the dryer are always used).

After considering the comments above, EPA decided to
retain the 98 percent control requirement for existing
process vents that neet the applicability criteria. (For
t hose process vents already controlled to 93 percent prior
to April 2, 1997, no additional control is necessary.) The
applicability equation applies to individual process vents

within a process; however today’ s final rule considers
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mani f ol ded process vents within each process to constitute a
single process vent. Wth the exception of fornulation
operations and recovery devices, the definition of process
is based on the product manufactured, not the equi pnent used
to manufacture it. Therefore, the determ nation of which
vents require control to the 98 percent |evel for
nondedi cat ed process vents should be straightforward,
namel y, owners and operators need to anticipate the total
uncontrol | ed HAP em ssions per year fromeach vent from each
process, and the average flow rate of the vent. The total
uncontrol |l ed em ssions shoul d be based on the potenti al
nunber of batches per year that the facility can run for
each process. Based on this projection, the owner or
operator can decide whether to install or use an existing
98 percent control device or limt the nunber of batches to
stay below the applicability threshold. Today’'s final rule
also requires facilities to keep track of the nunber of
bat ches of products they nake each year to show that their
nunber of batches is |less than the nunber needed to trigger
98 percent.

I n response to the commenters’ request, the average
flowrate has been clarified in the final rule to nean the
wei ght ed average flow rate of the em ssion events
contributing to the process vent. For solvent recovery or

formul ati on operations, the definition of process in today’s
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final rule has been clarified to include all operations
wi thin a contiguous area; therefore, for these operations, a
single process may be associated with several products.
Li ke ot her processes, the application of the 98 percent
control applicability equation should be based on individual
process vents or manifolded vents. Thus, if each piece of
equi pnent that is located at a fornulation facility,
consi dering processes by contiguous areas, has a separate
vent, then the applicability equation is applied to each
vent separately; however, if the vents from each piece of
equi pnent are mani fol ded together, then they are treated as
one process vent and the equation is applied to the
aggregated fl ow.

As part of the rationale for retaining the 98 percent
requi renent, EPA notes that this level of control is inposed
only on vents that have the potential to emt 25 tons/yr or
nore, on an uncontrolled basis. Secondly, the applicability
equation is indexed on cost-effectiveness. Streans that are
too dilute for cost effective control would not, per the
equation, be required to be controlled. Third, process
vents already controlled to | evels of 93 percent or greater
prior to April 2, 1997, woul d be grandfathered and not
required to increase controls to 98 percent. The EPA

believes that after these considerations are made, only very
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| arge streans that are cost effective to control to
98 percent will trigger the 98 percent control requirenent.

3. New Source MACT for Process Vents

At proposal, new source MACT for process vents was set
at 98 percent control for process vents with uncontrolled
em ssions greater than or equal to 400 Ib/yr. The rationale
for the 400 | b/yr cutoff (uncontrolled) was that it
represented the smallest controlled process considered to be
a simlar source. Many commenters stated that the standard
for new process vents should include a 2,000 |b/yr
control |l ed em ssions conpliance alternative, because it is
unr easonabl e and unwarranted to require vents with | ow HAP
em ssions to achieve 98 percent control. The commenters
agreed with EPA' s conclusion that 98 percent control
represents the best controls in practice for certain
sources; however, the commenters believe that the applic-
ability cutoff for new source MACT for process vents is
legally flawed because the cutoff did not consider two of
the four process types in the industry (fernentation and
extraction). The commenters also stated that the process on
whi ch the 400 I b/yr cutoff is based is not representative of
the industry’ s processes because the process emts primrily
one HAP (nmethanol) and is controlled by a dedi cated scrubber
and appears to be only a portion of a process based on the

EPA's definition of process in the proposed rule. Citing
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other rules that set new source MACT as the average | evel of
control achi eved by sources using new source MACT contr ol
technol ogy, the comenters performed an anal ysis of the MACT
fl oor data base and determ ned that the average | evel of
controlled em ssions fromthe best-performng 12 plants was
approximately 1,400 Ib/yr. The comenters excluded two
processes fromtheir analysis that had uncontrolled
em ssions greater than 1 mllion I b/yr because these
processes are nuch larger than the typical pharnmaceutica
manuf act uri ng process and woul d skew the data. According to
the comenters, if these two (larger) processes are included
in the analysis, the average |evel of controlled em ssions
fromthe best-performng 12 plants woul d equal 6,400 |b/yr.

The EPA has reviewed the data used to set the MACT
fl oor for process vents at new sources. Based on this
review, the EPA has concluded that the data support the
| evel of the proposed standard for new sources.

The EPA based the 98 percent control requirenment on the
26 processes (under the proposed definition) at 7 plants in
the data base that achieve or exceed this control |evel
These processes include dedi cated and nondedi cat ed formul a-
tion, chem cal synthesis, and fernentation processes. The
EPA has concl uded that these processes are representative of
the control challenges faced by the industry despite the

fact that the data do not include an extraction process.
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The EPA has further concluded that the 98 percent control
| evel achieved at the best controlled processes is
applicable to all four process types.

The EPA does not believe that the variation in exhaust
gas characteristics anong the four types of processes in the
industry is significant enough to warrant individual
eval uation of achievable control levels. |In any case,
extraction processes are typically solvent-intensive,
resulting in the highest average HAP concentration of the
four types of processes. Hi gh HAP concentrations are
conduci ve to high percent control |evels.

The comenters suggested that the EPA adopt a
2,000 I b/yr actual em ssions conpliance alternative to
account for variability within the industry. The comenters
based this alternative on the average |evel of controlled
em ssions from 24 of the processes in the data base that
achi eve 98 percent control or greater. (The comenters
excluded the other two processes in the data base because
they were atypically large.) The EPA does not believe that
the anal ysis presented by the conmenters is an appropriate
basis for a new source conpliance alternative. First, while
the commenters inply that the alternative is needed to
account for variability in the control level that is
achi evabl e by the wi de variety of pharnmaceutical processes,

t he anal ysis does not address control efficiency at all.
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Because the commenters eval uated only processes that achieve
at | east 98 percent control, only variability in
uncontrolled em ssions truly figures into the anal ysis.
Second, the alternative standard suggested by the conmenters
is not equivalent to the percent reduction standard and
would result in greater total em ssions of HAP fromthe
industry. Finally, the EPA anal yses cited as precedents
address different situations and provide scant support for
the comenters’ anal ysis.

Wil e the EPA has rejected the alternative standard
suggested by the comenters, the final rule provides a
20 ppnv outlet concentration alternative to 98 percent
control for process vents at new sources. This alternative
addresses the primary inpedinent to achi eving 98 percent
control, i.e., lowinlet concentration gas streans.

The EPA based the proposed applicability cutoff for new
source process vents on the smallest representative process
in the data base that achi eves 98 percent control or
greater. The commenters questioned whether this operation
actually qualifies as an entire process under the proposed
definition of “process” and whether the operation is
representative of processes in the industry. Although the
EPA continues to believe that the formul ati on operation
sel ected as the basis for the proposed cutoff is a process

under the proposed definition, it may not qualify as a
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process under the final definition because nondedi cated
formul ati on operations occurring within a contiguous area
are now consi dered single processes. Consequently, the EPA
has reanal yzed the data based on the final definition of
“process.” In light of the new analysis, it is no |onger
rel evant whet her the process upon which the proposed cutoff
was based is representative of the industry.

The new analysis was simlar to the original analysis.
After revising the data base of well-controlled sources to
conformto the final definition of “process,” the EPA
identified the small est processes that are controlled by
98 percent or nore. As in the previous analysis, formla-
tion and chem cal synthesis processes are the snall est
processes. Two chem cal synthesis processes, one emtting
85 I b/yr uncontrolled and another emtting 304 | b/yr
uncontrolled, were identified as achieving control of
98 percent. Although these processes were reported as
i ndi vi dual (single) processes, EPA summed em ssions from
bot h, since the product nanme |isted for each was very
simlar, and EPA wanted to be conservative. The total
uncontroll ed em ssions fromthe sumof these two processes
is 390 I b/yr, which is the sane | evel of em ssions as the
proposed cutoff. Therefore, the EPA has established in the
final rule the new source process applicability cutoff of

400 I b/yr of uncontrolled HAP
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Despite the fact that no fermentation or extraction
processes were anong the smallest well-controll ed processes,
t he EPA believes that the analysis is representative of the
control capabilities of all process types. As discussed
previously, the EPA has concluded that the gas streans
generated by the four types of processes in this industry
are simlar enough that an individual analysis by process
type is not warranted. Fernentation and extraction
processes are typically much larger than fornul ati on and
chem cal synthesis processes. Thus, the absence of
fermentation and extraction processes in the list of the
smal | est well-controlled processes is the result of this
size differential, not a difference in the control [|evel
that can be achieved. |In fact, the average uncontrol |l ed HAP
concentration of fernentation and extraction process vents
exceeds those of fornulation and chem cal synthesis process
vents. Hi gher concentrations are nore conducive to high
percent control.

Practically speaking, new source MACT will apply to | ow
HAP-em tting processes only at new facilities, where the
m ni mum control requirenent is 98 percent for all processes.
(At existing sites, new source MACT wll apply only to
dedi cated new PMPU s with a potential to emt 10 tons/yr of
a single HAP or 25 tons/yr of all HAP conbined.) Thus,

sources will not be faced with the need to instal
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98 percent-efficient controls dedicated to small new
processes, which could be very costly for a small anmount of
em ssion reduction. Instead, the EPA expects that sources
w || achieve the new source MACT standard using | arge
control devices that treat nultiple manifol ded gas streans.
Because this is the control situation nost typically found
for the small processes in EPA s data base of well -
controll ed sources, the EPA believes that the final rule’s
applicability cutoff accurately reflects what wll be
achi evabl e at new sources in this industry.

4. Conpliance Period

Several comenters stated that they support the
proposed annual conpliance period for process vents and
noted the inconsistency wwth the daily continuous conpliance
provisions. |If the final rule includes a shorter conpliance
period, the comenters have stated that either the standards
must be adjusted to avoid an increase in stringency above
the floor or a denonstration nmust be made that the increased
stringency (i.e., going above the floor) is justified
according to the requirenents of the Clean Air Act. The
EPA, in the final rule, has clarified the conpliance period
of the standard to be either on a 24-hour basis, or on a
batch cycle or “block” basis. Additionally, conpliance
periods for em ssions averaging are on a quarterly basis,

whil e conpliance periods for the P2 standard are on an
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annual basis, as calculated on a nonthly or 10-batch rolling
aver age. An annual conpliance period for the standards was
determ ned by EPA to be too difficult to inplenment. The
annual conpliance period inplies that owners and operators
coul d control processes to varying degrees during the course
of a year, as long as the yearly percent reduction target
could be met. While this format would offer flexibility to
owners and operators that would want to change contro
strategies to accommbpdat e production scheduling and
oper ati onal changes, EPA believes that the denonstration of
conpl i ance over such an extended tinme period would result in
del ayed conpliance determ nations and the possibility for
ext ended periods of violations. The EPA notes that the
final rule offers sone flexibility to owners and operators
in addressing variability within the processes thensel ves by
provi di ng nunmerous conpliance options. Therefore, EPA does
not believe that by clarifying the final rule to reflect a
daily conpliance period, the stringency of the standard was
i ncreased.

D. Wastewater Provisions

1. MACT FI oor

The EPA estimated that 101 pharmaceuticals facilities
woul d be maj or sources subject to the rule. The MACT fl oor
is based on avail able informati on about control |evels at

all of these sources. One commenter asserted that the



95
applicability section of the proposed rule covers nore types
of facilities than those in the original MACT floor
anal ysis, and thus the MACT fl oor should be recal cul at ed.
The EPA did not recalculate the MACT fl oor because, as noted
in section VI.A 1 of this preanble, the applicability in the
final rule is clarified to elimnate the |ikelihood that the
rule would apply to types of facilities other than those
represented in the 101 in the initial analysis.

2. De Mninms Cutoff in Definition of \Wast ewater

The final rule includes de mnims cutoffs for
determining if a water streamis wastewater. One comrenter
requested that HAP concentration and flow rate cutoffs be
added, as in the HON. The commenter contended that the
burden to characterize streans with very small HAP | oadi ngs
woul d be excessive w thout such cutoffs. For the final
rule, EPA revised the definition of wastewater to include de
mnims HAP cutoffs of 5 ppnw and 0.05 kg/yr, which is
consistent wwth the HON. Although the owner or operator is
given sone flexibility in the nmethods used to characteri ze
these streans, the Adm nistrator may require the owner or
operator to validate this information through sanpling and
anal ysis or other appropriate neans.

3. Cross-References to the HON

The wastewater provisions in the proposed rule

cont ai ned nunerous cross-references to the wast ewat er
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provisions in 88 63.132 through 63. 148 of the HON. Many
comenters requested that the applicable provisions fromthe
HON be included in the final rule because the extensive
cross-referencing made the proposed rule hard to understand
and would likely be hard to inplenment. Some comments al so
noted that many cross references were not consistent with
the nost current version of the HON. To address these
concerns, EPA decided to incorporate the applicable provi-
sions fromthe HON in the final rule. These provisions
i nclude the em ssion suppression requirenents from 388 63. 133
t hrough 63.137, the control device requirenments from
8 63.139, the general procedures for determ ning conpliance
from§8 63.145, many of the conpliance options for treatnent
systens and control devices from 88 63. 138 and 63. 145 (addi -
tional information about conpliance options is provided in
section VI.D.4), the inspection and nonitoring provisions
from 88 63.143 and 63.148, the requirements for certain
l[iquid streans in open systens within a PMPU from § 63. 149,
and the tables that are referenced fromall of these
sections.

4. Additional Treatnent Options for Denbnstrating

Conpl i ance

Several commenters requested that the rule include
additional treatnment options for denonstrating conpliance.

Some comments requested that all of the options in the HON
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be added to the rule. Oher comments specifically requested
that the rule allow treatnment in RCRA units and that a
concentration |imt be devel oped for soluble HAP. 1In
response to the comments, EPA included additional treatnent
options in the final rule that are consistent with the
standards. All of the RCRA options fromthe HON were added
because treatnment in these units will neet the standards. A
concentration option of 520 ppnw for sol uble HAP was added
because this level is consistent wwth the 90 percent
reduction requirenment for sol uble HAP

Four options fromthe HON were not added to the final
rule. The design steam stripper option was not added
because the avail able stripper designs that were used to
estimate i npacts have not been tested in the field.
The percent mass renoval /destructi on option based on
fraction renmoved (Fr) values was not added because the Fr
val ues woul d be identical to the percent reduction option.
The 1 My/yr option was not added because any facility with
wast ewater containing a |oad of total partially soluble
and/ or soluble HAP less than 1 My/yr woul d have no affected
wast ewat er streanms. The required nmass renoval options were
not included because wast ewater discharges from batch
phar maceuti cal processes are nmuch nore variable than those
from conti nuous SOCM processes; therefore, the required

mass renoval is likely to be different at any given tine,
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and is not likely to correlate well with the actual mass
removal in the treatnent unit at a given tine.

5. General Compliance Procedures

The proposed rule cross-referenced the specific
procedures in the HON for determ ning conpliance with the
st andards when using various types of treatnent units (i.e.,
nonconbusti on, conbustion, or biological), but the general
procedures used to determ ne conpliance that are applicable
to any performance test (or design eval uation) were not
cross-referenced. Several commenters requested that these
general procedures also be included in the rule.
Specifically, the commenters requested that the rule specify
that: (1) performance tests be conducted under represen-
tative operating conditions, (2) treatnent nmay be conducted
using a series of treatnment devices, (3) treatnent may be
conducted offsite or in onsite treatnent units not owned by
the source, and (4) any biological units in conpliance with
t he standards need not be covered and vented. Commenters
al so requested that the rule include: (1) procedures for
the preparation and installation of testing equipnment and
(2) requirenments for conpounds that do not need to be
considered in performance tests or design evaluations. The
final rule includes all of these provisions; however,

clarification of two points is provided bel ow.
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Clarification of the provision for testing under
representative operating conditions is provided because the
commenters msinterpreted the neaning of this provision in
the HON. This provision requires a facility to conduct a
single performance test under representative operating
conditions. |If actual operating conditions vary, such that
there are nultiple representative operating conditions, the
owner or operator nust supplenent the test results with
nmodel i ng and/ or engi neering assessnents to denonstrate that
the standard is nmet over the entire range of operating
conditions. Testing under representative operating condi-
tions does not nean the standard is an average that may be
exceeded under certain conditions.

A clarification of the provision that allows open
bi ol ogical treatnent units to be uncovered is al so provided.
Except for enhanced bi ol ogical treatnment units used to treat
certain wastewater streans, an owner or operator denon-
strates conpliance for open biological treatnent units by
conducting a performance test and foll ow ng the procedures
in appendix C of part 63. |If these procedures show the
fraction bi odegraded neets or exceeds the applicable control
| evel, the treatnent unit need not be covered. An enhanced
bi ol ogical treatnent unit that is used to treat wastewater

cont ai ni ng sol uble HAP and | ess than 50 ppnmw of partially
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soluble HAP is exenpt fromthe performance test requirenents
and need not be covered.

6. Def ault Bi odearadati on Rate for ©Met hanol

One commenter urged EPA to revise the default nethanol
bi odegradation rate constant that is used in Table 37 of
subpart G of the HON because it cannot be scientifically
supported with avail able data. Based on data from a nunber
of studies, the commenter concluded that the rate in the
proposed rule is low by a factor of 10 to 100. The
comenter noted that the geonetric nean of the rates from
the avail able studies was 8.6 L/g MLVSS-hr, and the | ower
bound of the 90 percent confidence interval was 3.5 L/g
M.VSS-hr. The commenter also cited data in the scientific
literature that show hexachl orobenzene, chl orobenzene,
ni trobenzene, and bi phenol (other list 1 conpounds) to be
| ess bi odegradabl e t han net hanol, whereas Table 37 of the
HON shows net hanol to be | ess bi odegradabl e than the ot her
conpounds.

The data submtted by the commenter show consi derabl e
variability, but they al so show the hi gher biodegradation
rate constants tend to correspond with higher nethanol
concentrations in the wastewater. The EPA concl uded that a
met hanol bi odegradation rate constant higher than the
default is appropriate for pharnmaceutical facilities that

are direct dischargers because they tend to treat wastewater
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wi th hi gher nmethanol concentrations than indirect
di schargers or facilities in other industries. The final
rule allows these facilities to use a nethanol bi odegrada-
tion rate constant of 3.5 L/g MVSS-hr, the |ower bound of
the 90 percent confidence interval; this is a conservative
value that mnimzes the likelihood that the bi odegradation
rate will be overestimated.

7. Mai nt enance WSt ewat er

The wast ewat er provisions apply to both process and
mai nt enance wastewater. Commenters requested that mainte-
nance wastewater provisions be |ess stringent than those for
process wastewater, as in the HON. According to one
commenter, the sanme conveyance systens and controls are not
practical or cost effective for maintenance wastewater. The
EPA did not change the mai nt enance wastewater provisions
because mai nt enance wastewater is a potential source of
significant em ssions. Furthernore, procedures to estimate
mai nt enance wast ewater characteristics should be the same as
those for nobst process wastewater because both consist of
bat ch di schar ges.

8. Control Requirenents for Wastewater Tanks

The rule requires that wastewater tanks have either a
fixed roof or additional controls, depending on tank design
and/ or operating characteristics. A nunber of commenters

expressed confusion over these provisions and offered their
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interpretations or preferences to clarify the provisions.
Under the rule, wastewater tanks that have a capacity of
| ess than 75 n¥, a capacity between 75 and 151 n? that
contain material with a vapor pressure less than 13.1 kPa,
or a capacity greater than or equal to 151 n? that contain
material with a vapor pressure less than 5.2 kPa are
required to have a fixed roof unless the wastewater in the
tank is heated, treated with an exothermc reaction, or
sparged. |If any of these three conditions is not satisfied,
the owner or operator nust install a floating roof or use
control techniques that achieve equival ent em ssion reduc-
tions. These provisions match those in the HON. The
proposed rule al so included an additi onal provision that
caused the confusion for the coomenters. The intent of the
provi sion was to exenpt wastewater tanks fromthe additional
control provisions, but not the fixed roof requirenent, if
t he owner or operator denonstrates that the total partially
sol ubl e and/or soluble HAP em ssions froma fixed roof tank
that is heated, treated with an exothermc reaction, or
sparged are less than 5 percent higher than the em ssions
woul d be in the absence of these activities. This addi-
tional provisionis rewitten in the final rule to inprove
clarity.

9. Conmpliance Requirenents for Biological Treatnent

Units
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The EPA received nunerous coments on the initial
conpl i ance procedures and nonitoring requirenents for
enhanced bi ol ogical treatnent units. Sone commenters
requested that conpliance denonstrations be based on
paraneters related to sol uble HAP renoval, not genera
conpliance with all NPDES permt limts; the comenters
suggested nonitoring for surrogate paraneters |ike COD, BOD
and/or TSS. Some commenters stated that EPA's definition of
significant nonconpliance in appendi x A of 40 CFR 123. 45
shoul d be used as the basis for defining acceptabl e enhanced
bi ot reat ment operation for both POTWs and direct
di schargers. One commenter stated that conpliance provi-
sions should focus on the indirect discharger, not the POTW
for exanple, the indirect discharger should be in conpliance
with the pretreatnent provisions in 40 CFR 403 and 439.
Several comenters stated that the provision allow ng
di scharge to an enhanced bi ol ogical treatnent unit at a POTW
only if the indirect discharger denonstrates that |ess than
5 percent of the soluble HAP in the wastewater fromthe
POD's is emtted fromthe nunicipal sewer systemis
unnecessary and bur densone.

The conpliance procedures for biological treatnent
units are rewitten in the final rule for clarity, sinplifi-
cation, and as noted above, to elimnate cross-references to

the HON. Because the changes are extensive, all of the
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conpl i ance procedures and nonitoring requirenments for
bi ol ogical treatnent units, not just the issues raised by
the comenters, are summari zed bel ow.

Onsite or offsite biological treatnent units may be
used to conply with the standards for sol ubl e HAP, and
onsite biological treatnent units may be used to conply with
the standard for total soluble and partially sol uble HAP
The conpliance requirenents vary dependi ng on the
concentration of partially soluble HAP in the wastewater,
whet her the treatnent unit is open or closed, whether the
bi ol ogi cal treatnent unit is enhanced, and whether the
wastewater is treated onsite or offsite.

| f wastewat er containing soluble HAP and any
concentration of partially soluble HAP is treated in an
open, onsite biological treatnent unit that does not neet
the definition of an enhanced bi ol ogical treatnment unit, the
owner or operator nust conduct an initial performance test
to determ ne the fraction biodegraded (f,, in the unit; the
foio fOr the conmpounds nay be cal cul ated using any of the
procedures in appendix Cto 40 CFR part 63, except procedure
3 (inlet and outlet concentration neasurenents). As noted
in section VI.D.5, the treatnent unit may remain open if the
fraction bi odegraded neets or exceeds the |evel of the
standard. For a closed biological treatnment system the

owner or operator may follow the sanme procedure;
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alternatively, the owner or operator of a closed biol ogical
treatnment unit may conduct either a design eval uation using
procedure 3 or a performance test to determ ne the nass
reduction of soluble HAP (or total soluble and partially
soluble HAP) in the unit. Under the proposed rule, the
owner or operator of open and cl osed biol ogi cal treatnment
units woul d have been required to specify appropriate
nmonitoring paraneters in the Notification of Conpliance
Status Report, subject to approval of the permtting
authority. Based on consideration of the coments, EPA
deci ded to specify continuous nonitoring requirenments for
TSS and BOD in the final rule. To be in conpliance, the TSS
and BOD concentrations nust not exceed the TSS and BOD
criteria in 40 CFR 439 nore frequently than, or by anobunts
greater than, allowed by the nonconpliance reporting
criteria in 40 CFR 123. 45, appendi x A

| f wastewat er containing soluble HAP and nore than
50 ppnw of partially soluble HAP is treated in an onsite,
enhanced bi ol ogi cal treatnent system the conpliance
procedures are the sane as descri bed above, except that the
foio fOr soluble conmpounds may be cal cul ated using either the
default for first order biodegradation constants or any of
the procedures in appendix C of 40 CFR part 63. As noted in
section VI.D. 6, the owner or operator may use a

bi odegradation rate constant of 3.5 L/g M.VSS-hr for
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met hanol . The owner or operator also nust nonitor for TSS
and BOD as described above. |In addition, to denonstrate
conti nuous conpliance with the 1 kg/n? level in the
definition of enhanced bi ol ogical treatnent unit, the owner
or operator nust nonitor the concentration of M.VSS.

| f wastewater containing soluble HAP and | ess than
50 ppnw of partially soluble HAP is treated in an onsite,
enhanced biological treatnent unit, the owner or operator is
exenpt fromthe performance test requirenent for the treat-
ment unit. Mnitoring for TSS, BOD, and biomass is required
as descri bed above.

Wast ewat er contai ni ng sol uble HAP and | ess than 50 ppnmw
of partially soluble HAP nmay be transferred for offsite
treatnent or onsite treatnent in a unit not owned by the
source. Before the source may transfer such wastewater, the
transferee nust submt to EPA witten certification that the
transferee will manage and treat any affected wastewater or
residuals in accordance with the requirenents of the rule.
The initial conpliance procedures and nonitoring require-
ments to show continuous conpliance are the sane as for
simlar onsite units treating the sane wastewater. In
response to the comments, EPA reexam ned em ssions from
muni ci pal sewer systens and determ ned that the major poten-
tial for emssions is fromthe headworks. Thus, if the

wastewater is discharged to a POTW the final rule requires
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the owner or operator to denonstrate that |ess than
5 percent of HAPs are |ost. However, if the headworks at
the POTW are covered, no such denonstration is required.
The sane em ssion suppression requirenents apply if the
wast ewater is discharged for treatnment in any other type of
offsite treatnent unit or onsite treatnent unit not owned by
t he source.

10. Control Requirenents for Individual Drain Systens

The rul e requires em ssion suppression and control
measures for all individual drain systens that manage
affected wastewater or residuals onsite. Several commenters
request ed that EPA exenpt individual drain systens from
these requirenents, and allow themto be vented to the
at nosphere, if they either manage wastewater that contains
only sol ubl e HAP conpounds and de m nims anpbunts of
partially sol uble HAP conpounds or denonstrate that em s-
sions fromthe individual drain system and associ ated
wast ewat er tanks are less than 5 percent of the |oading in
the affected wastewater. The commenter’s rationale for this
request was that: (1) a PhRVA study of nunicipal sewers,
whi ch was submtted to EPA, showed the potential em ssions
fromindividual drain systens that nmanage wast ewater
containing primarily soluble HAP are low, (2) the control is

not cost effective; and (3) em ssions of conbustion products
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woul d i ncrease because facilities would neet the requirenent
W th steam strippers or incinerators.

For wastewater, EPA determ ned that MACT consists of
hard-piping to a steam stripper. Because this configuration
was determned to be a reasonable MACT fl oor requirenent,
any alternative nust achi eve equi val ent em ssion reductions.
As in the HON, a covered individual drain systemis
consi dered equivalent to hard piping. Thus, EPA did not
change the requirenents for individual drain systens in the
final rule.

E. Equi pnent Leak Provi sions

Several comenters raised a nunber of issues related to
equi pnent | eaks and EPA s proposed requirenents for the LDAR
program devel oped for the pharmaceutical manufacturing
i ndustry. The proposed general equipnent |eak requirenents
i n appendi x A to subpart GGG were based on subpart H (from
the HON rule) and included slight changes tailored for the
phar maceuti cal industry. Sone commenters were confused by
the requirenents and others were concerned that sone
facilities will be subject to two different LDAR prograns
because sonme pharnmaceutical manufacturing operations are
al ready subject to subpart | (which requires conpliance with
subpart H of the HON for conponents at pharnaceutica
production processes that use carbon tetrachl oride or

met hyl ene chloride). Today's final rule clarifies EPA s
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intent that affected sources that are subject to today’s
final rule and subpart | of 40 CFR part 63 will no |onger be
required to conply with subpart | after the conpliance dates
for today’s final rule. Many commenters argued that EPA is
bound by the subpart | regulatory negotiation and therefore,
is not allowed to expand the LDAR requirenents to include
any HAP ot her than carbon tetrachl oride and net hyl ene
chloride. The Clean Air Act requires that EPA regul ate al
maj or sources of HAP. The regul atory negoti ati ons conduct ed
in the devel opnment of subpart | included only a certain
fraction of conponents fromthe industry because that was
the extent of information that EPA had at the tine the
negoti ati ons were conducted. The Agency does not agree that
the negotiated rule for equipnment | eaks precludes further
regul ati on of equi pnent | eaks for pharmaceuti cal
manuf act uri ng operati ons.

Sone of the changes and assunptions nmade in estimating
the uncontroll ed em ssions for the industry used in deter-
m ning the proposed LDAR requirenents were questioned by the
comenters. A group of comrenters di sapproved of the
Agency’s revised nethod to estimte uncontroll ed em ssions
using the uncontroll ed SOCM average em ssion factors. The
comenters argued that none of the studies used in
devel oping the SOCM em ssion factors invol ved pharna-

ceutical manufacturing operations.
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Comrenters al so questioned EPA's assunptions and data
used in sonme of the LDAR cost calculations. |In general,
commenters stated that the actual cost-effectiveness val ue
associated wth the proposed LDAR program was nuch hi gher
than EPA's estimate due to overestimated em ssion reductions
and underestimated costs. |In response to these comments,
the Agency reviewed its cost analysis and recal cul ated the
cost effectiveness of several LDAR prograns. The nost
acceptable program in ternms of cost effectiveness, is based
on requirenents simlar to those of other recent regul ations
for simlar manufacturing industries and the provisions
devel oped for the SOCM Consolidated Air Rule (CAR) which is
yet to be proposed. The nost significant difference between
t he CAR equi pnent | eaks subpart and the proposed equi prnent
| eaks provisions is the innovative approach taken in the CAR
to nmonitoring val ves and connectors for |eaks.

The CAR programsignificantly reduces the anount of
burden associated with nonitoring these types of equi pnent
for | eaks without increasing the em ssions of regul ated
pollutants to the environnent. 1In calculating the inpacts
of requiring an LDAR program neeting the requirenents of the
CAR, EPA cal cul ated nonitoring costs based on established
gui dance and cal cul ated uncontrol |l ed em ssions using initial
| eak frequencies reported fromthe industry. The details of

this analysis are included in the project docket (A-96-03)
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as ItemNo. IV-B-5. The EPA, in reassessing industry |eak
data, addressed nmany of the concerns of the commenters
relative to the inclusion or exclusion of specific data.

Using as a starting point |eak data that was confirned
as initial survey data by PhRVA, EPA reviewed the data base
and further defined the pool of data. Sone data from
PhRVA' s conpilation was revised to reflect reported | eak
definitions, also, sonme data was excl uded based on the
facility’ s explanation of frequency of nonitoring and
calcul ated | eak rates and the conclusion that the | eak rates
did not indeed reflect initial nonitoring data. The
resulting initial |eak rate data was 1.45 percent for
val ves, 6.88 percent for punps, and 1.5 percent for
connect or s.

The subsequent |eak rates are a critical paraneter in
cal culating the overall cost effectiveness of any LDAR
program Limted data were available to determ ne the |eak
rates at pharmaceutical manufacturing frequencies after the
application of LDAR  Therefore, EPA assuned that the
equi pnrent | eak frequency occurrence rate after
i npl enentati on of LDAR was equal to the performance |evels
required in the draft CAR, that repairs were 100 percent
effective, and that there were no recurrences of |eaks. For
the CAR rul e, where several performance |evels and

correspondi ng nonitoring schedul es are avail abl e, occurrence
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rates were based on the best performance |evels and | ongest
monitoring intervals available. For flanges and val ves,
this performance |level is 0.25 percent |eakers. The
corresponding nonitoring interval for flanges is once every
8 years; for valves, it is once every 2 years. For |ight
liquid punps there is no performance | evel specified,
therefore it was assuned that the | eak occurrence rate was
equal to 50 percent of the initial |eak frequency.
Subsequent | eak frequencies for the revised EPA anal ysis
were estimated to be 0.25 percent for valves, 3.44 percent
for punps, and 0.25 percent for connectors.

Em ssion reductions for the programwere estinated to
be the difference between the uncontrolled em ssion rate, as
cal cul ated using the mass emi ssion rate, in kg/hr-source,
cal cul ated fromthe Average Leak Rate (ALR) equations and
initial leak data, and the controlled em ssion rate,
cal cul ated using the ALR equations and assuned subsequent
| eak frequencies. The controlled em ssion rate was based on
one-half of the occurrence rate. This assunption was
necessary to account for the average | eak frequency over the
entire nonitoring cycle.

EPA, in the revised analysis, also addressed concerns
of the commenters related to specific cost itens. In
general, capital and annualized costs for nonitoring

i nstrunments, data managenent systens, and actual nonitoring
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are not unreasonable and fall within the costs quoted by
vendors and LDAR contract services, based on recent
inquiries by EPA. Therefore, EPA did not revise
significantly any cost itens used in the nodel facility
anal ysi s.

Based on this revised analysis, the Agency found that
the cost effectiveness of the CAR LDAR program was
approxi mately $1000/ My HAP for a nodel pharnmaceuti cal
facility.

After consideration of the above coments, EPA revised
appendi x A of subpart GGG in today’'s final rule to nmake it
consistent wwth the Agency’'s recent efforts toward
consol i dation of equi pnent |eak requirenents for air
regul ations, the increased focus on processes with | eaking
conponents, and a general |essening of nonitoring and
recordkeepi ng and reporting requirenments for processes with
nonl eaki ng conponents. Most of the changes to the proposed
rule involve the requirenents for valves and connectors in
gas/vapor service and in light liquid service in GGGA-3 and
GGGA- 6. These changes include the addition of 2 year
monitoring (instead of once every four quarters) for those
processes with I ess than 0.25 percent | eaking val ves;
extending the nonitoring period for connectors with | ow | eak
rates; provisions for valve subgrouping; deletion of the

quality inprovenent programinplenentation requirenent and
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the credit for valves renoved; and revisions to the cal cul a-
tions for determ ning the percentage of |eaking valves. The
Agency bel i eves that the equi pnent | eak requirenents
included in today’s final rule greatly reduce the adm nis-
trative burden associated with LDAR recor dkeepi ng and
reporting, and at the same tine, result in a significant
reduction in em ssions.

F. Pol l uti on Prevention Alternative

Many comrents were received on the proposed pollution
prevention alternative, primarily relating to the proposed
restrictions to the use of this alternative and the |ack of
specific recordkeeping and reporting requirenents. The
foll ow ng sections sunmarize the comrenters’ concerns
regardi ng the proposed pollution prevention alternative,
EPA' s response to these concerns, and subsequent changes
made in today’s final rule.

1. Restrictions on the Pollution Prevention (P2)

Alternative

At proposal, processes emtting HAP that are generated
in the process were perceived by comenters as being
prohi bited fromusing the pollution prevention alternative.
Many comrenters stated that processes that generate HAP
shoul d be allowed to use the P2 alternative as |ong as these
gquantities were included in the analysis. These commenters

al so recommended that the rule provide a de mnims HAP
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generation cutoff below which facilities could use the P2
alternative. The EPA agrees with the coomenters that PMPU s
t hat generate HAP em ssions should be eligible for the P2
standard, provided the HAP em ssions generated by the PWPU
are controlled to the required levels. Therefore, today’s
final rule clarifies that processes that generate HAP can
use the P2 alternative, provided that the HAP em ssions
generated in the PMPU are controlled to the required | evels
for storage tanks, process vents, wastewater and equi prment
| eaks in 88 63. 1253 through 63. 1256 of today’'s final, and
the remaining requirenents of the P2 alternative are net.
Because the final rule requires sources to account for HAP
generated in the process, a de mnims HAP generation cutoff
IS not needed.

No increase in the production-indexed VOC consunption
factor was allowed as the result of conpliance with the P2
alternative at proposal. One comenter stated that the
stipulation in the P2 alternative that does not allow for an
increase in the VOC consunption factor as a result of a
decrease in use of HAP is unfair. According to the
commenter, this restriction will elimnate many sol vent
repl acenent projects. The exanple that the commenter used
was a 100 percent reduction in the use of nethylene chloride
(a non-VOC HAP) by replacing this solvent with a water-based

sol vent that contains trace amounts of sone VOC. This trace
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anount of VOC would result in an increase in the VOC
consunption factor. The commenter further explained that
HAP sol vents generally tend to have nore aggressive sol vent
properties than non-HAP, and thus, when replacing a HAP
solvent with a non-HAP solvent, the result is generally
| ower yields, nore extensive processing, or higher
guantities of solvent used. The commenter suggested that an
upper limt could be set on the increase in VOC consunpti on,
and gave a “conservative” limt of two tinmes the baseline
producti on-i ndexed VOC consunption factor.

I n devel oping the pollution prevention alternative,
EPA' s intention was to recogni ze those processes that have
reduced or will reduce the anmount of HAP sol vents used in
t he manuf acture of pharnaceutical products as viable
alternatives to add-on controls. By preventing affected
sources fromincreasing the production-indexed VOC consunp-
tion factor, EPA intended to prevent solvent substitutions
that nerely swapped HAP for VOC. After review ng the
proposed pollution prevention standards in |ight of
commenters concerns, EPA realized that the proposed
st andards gave an unfair advantage to affected sources that
use VOC- HAP sol vents as opposed to non-VOC HAP sol vents. As
proposed, the rule did not allow affected sources using
non- VOC HAP sol vents to switch to | ow VOC sol vents and stil

qual i fy under the pollution prevention alternative because
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of the automatic increase in the production-indexed VOC
consunption factor. However, affected sources that use
VOC- HAP sol vents could switch to | ow VOC solvents as |ong as
t he production-indexed VOC consunption factor did not
increase. The EPA's intention in the final rule is that
pol lution prevention be acconplished through reductions in
sol vent usage as opposed to solvent substitution. However,
the EPA realized that the proposed rule gave un unfair
advant age to sources using VOC-HAP sol vents as opposed to
non- HAP sol vents because the rule did not allow affected
sources using non-VOC HAP solvents to swtch to VOC sol vents
and still qualify under the pollution prevention alterna-
tive. After consideration of this concern, EPA changed the
final rule to require an equivalent reduction in the
producti on-i ndexed VOC consunption factor, if the reduction
in the production-indexed HAP consunption factor is achieved
by reducing a HAP that is also a VOC. If the reduction in
t he production-indexed HAP consunption factor is achieved by
reduci ng HAP that is not VOC, the consunption-indexed VOC
factor may not be increased. |In making these changes to the
final rule, EPA essentially elimnated the possibility of
receiving credit, through the pollution prevention
alternative, for substituting VOC for HAP

For exanple, a given PMPU has established its baseline

producti on-i ndexed consunption factors of 10 kg/ kg HAP and
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20 kg/ kg VOC. The 10 kg/ kg HAP factor is nmade up of 4 kg/ kg
met hanol and 6 kg/ kg nethylene chloride. The 20 kg/ kg VOC
factor is made up of 16 kg/ kg ethanol and 4 kg/ kg nethanol .
In order to conply with the P2 alternative, the
owner/ operator would be required to reduce their 10 kg/ kg
HAP factor to 2.5 kg/kg. This could be acconplished in a
nunber of ways. Even if all the nethanol were elimnated, a
reduction of 3.5 kg/ kg nmethylene chloride would still be
required to yield 2.5 kg/kg. In this case, the production-
i ndexed VOC consunption factor would al so be decreased by
the 4 kg/ kg MeOH to 16 kg/ kg VOC, however, no additional
reductions of the ethanol would be required.

Today’s final rule also changes the tine period over
whi ch the baseline production-indexed HAP and VOC consunp-
tion factors are determned. At proposal, baseline
production i ndexed consunption factors were determ ned based
on the average values for the first full year of operation
(or the first year for which data are available). The final
rule requires that the baseline production-indexed HAP and
VOC consunption factors be determ ned based on consunption
and production values that are averaged over the tinme period
fromstartup of the process until the present tinme (assum ng
the process has been in operation at least 1 full year), or
the first 3 years of operation, whichever is the lesser tine

period. The changes to the baseline averagi ng period were
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made to ensure the baseline production i ndexed HAP
consunption factor reflected normal production.

Anot her restriction on the pollution prevention
alternative that many commenters wanted renoved was the
excl usion of control devices that recycle material back to
the process. A nunber of commenters stated that the
proposed restrictions on the P2 alternative woul d excl ude
mul ti product (nondedi cated) processes due to strict FDA and
quality control restrictions on cross-contam nation, which
oppose attenpts to reduce the anmobunt of solvent consuned per
kil ogram of product. For this reason, the comenters
suggested that the P2 alternative be nodified to give
mul ti pl e-product facilities greater opportunity to nake use
of this alternative. The specific nodification suggested by
the comenters includes allow ng solvent that is “returned
to the econony” to be considered as an alternative for
mul ti product processes. The commenters noted that, for
i npl enment ati on purposes, the interested party (first user of
the solvent) would need to denonstrate that the required
fraction of solvent was transferred to another (second) user

as a raw naterial, to be used as is, so that the second user

w || purchase that nmuch | ess solvent. Under this approach,
t he consunption of HAP woul d be equival ent to the anount
purchased m nus the amount sold. Simlarly, two commenters

suggested that the P2 alternative should be revised to all ow
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credit for in-process recycling in the cal cul ation of HAP
reduction froma process. Although EPA recogni zes t hat
mul ti pl e-product facilities may not be able to take advan-
tage of the pollution prevention alternative, the type of
program whereby one entity certifies the nature and anount
of the recovered sol vent usage by another entity woul d be
difficult and burdensone to inplenent, and would require
tracking and verifying the usage of the recovered sol vent at
the second entity. Also, when the recovered solvent is sold
to the second entity, the first entity does not achi eve any
real em ssion reduction (i.e., reduction in solvent usage),
but instead, takes credit for the assuned em ssion reduction
that woul d occur at the second entity. Also, the second
entity may not be a pharmaceutical manufacturing facility
whi ch woul d result in em ssion reductions being noved across
source categories. For these reasons, the final rule does
not allow credit for sale of recovered solvents in the P2
standard. Al so, EPA disagrees with the commenters that
suggest credits be given for in-process recycling because
giving a source “credit” for in-process recycling would
result in “doubl e-counting” of the em ssion reduction. By
recycling solvents, the owner or operator already has
reduced the amount of solvent entering the process (i.e.,
the nore that is recycled, the less that is purchased), so

further credits due to recycling are not necessary. For the
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reasons given above, the restrictions on solvent recycling
in the proposed rule remain unchanged in today’ s final rule.

2. P2 Denonstrati on Sunmary

The proposed rule in 8 63.1255(a)(4) would have
requi red sources that conply with the P2 alternative to
mai ntain records of rolling average val ues of kg HAP/ kg
production and kg VOC/ kg production. The proposed rule also
speci fied how production- indexed HAP and VOC consunpti on
factors should be calculated (i.e., by dividing annual
consunption of total HAP or VOC by the annual production
rate, per process) but did not require the owner or operator
to explain how the reductions in production-indexed HAP
consunption factors are achieved. Several commenters stated
t hat EPA shoul d devel op data requirenments necessary to
substantiate conpliance with the pollution prevention alter-
native. Two commenters suggested that the final rule
require facilities to submt a “P2 Denonstration Sunmary”
that briefly describes the pollution prevention nethods that
were used to achieve the reduction in HAP consunption. The
commenters stated that information on the facility' s P2
activities was necessary to verify that (1) the HAP consunp-
tion data are directly related, on a per process basis, to
each process that is conplying wwth the P2 alternative; and
(2) the reduction in HAP consunption was achi eved via

pol lution prevention nmethods that neet the Agency’s
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definition of pollution prevention. These comenters also
noted that, in order to provide adequate incentive for
facilities to choose the pollution prevention alternative,
t he EPA should ensure that data requirenments are reasonabl e
and protect confidential chem cal formulation data. In
response to the above comments, today’s final rule requires
owners and operators seeking to conply with the P2 alter-
native to submt a P2 Denonstration Sumrary that describes
how the P2 alternative will be applied at their facilities.
The P2 Denopnstration Sunmary nust be included in the
facility’s Preconpliance Report, which is submtted 6 nonths
prior to the conpliance date. The m ninmum requirenents of
the P2 Denonstration Sunmmary are listed in 8 63.1257(f) of
today’s final rule. These data requirenents include
descriptions of how each facility neasures and records HAP
consunption and pharnmaceuti cal product production on a
daily, nonthly, and annual basis, and appropriate
docunent ati on such as operator |og sheets, copies of daily,
nmont hl y, and annual inventories of materials and products,
shi pnent and purchase records, tank-specific charts for
converting tank-level nmeasurements to volune (e.g., gallons)
of HAP or product, and tenperature/density charts for
converting tank vol unme neasurenents into wei ght neasure-
ments. Also, if a facility conplying with the P2 standard

uses the same HAP in nore than one process, the owner or



123
operator will be required to nodify existing nethods of
tracki ng HAP consunption at the plant, if necessary, to
ensure that HAP consunption can be neasured for each PMPU
as opposed to facility-w de.

G Alternative Standard

Comrenters requested that EPA consider an alternative
standard for facilities that treat HAP em ssions wth add-on
control devices. Industry comenters stated that an alter-
native standard woul d be especially useful for facilities
that use a common control device to treat aggregated em s-
sion streans. The comenters further stated the use of
common dedi cated control systens shoul d be encouraged rather
t han di scouraged for the followi ng reasons: (1) the use of
common controls will ultimately result in a greater em ssion
reducti on because processes that are not required to reduce
em ssions under the rule would be controlled as well;

(2) the use of common controls may facilitate the stream
lining of nonitoring, performance testing, and recordkeeping
requi renents and as a result reduce the resource burdens on
both industry and the enforcenent agencies; (3) the use of
common controls nmay nmake it easier to assure and assess
conpliance; and (4) common controls may ultimtely be nore
energy-efficient and result in | ower em ssions of secondary

pol lutants since fewer control devices will be enpl oyed.
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The Agency agrees with the commenters and deci ded for
t he above reasons to include an alternative standard for
storage tanks and process vents that are equi pped with
add-on control devices in 88 63.1253(d) and 63. 1254(c),
respectively. The Agency also agrees with the commenters’
belief that there will be a nunber of facilities and State
regul ators that will benefit froma regulatory alternative
t hat encourages aggregating and treating em ssions with a
state-of-the-art comon control device. The alternative
standard included in the final rule can be applied to
i ndi vi dual process vents or storage tanks that have em s-
sions that are controlled with add-on control devices or to
storage tanks and/ or process vents that are nmanifol ded
together prior to treatnment in an end-of-line control device
(or series of devices). The control device (or last control
device in a series) must achieve an outlet, undiluted TCC
concentration of 20 ppnmv or |less, as nmethane, or calibrated
based on the predom nant HAP. The control device nmust al so
achieve an outlet concentration of 20 ppnv or |ess hydrogen
hal i des and hal ogens. The EPA considers this |evel of
em ssions the practical |evel of control for the
t echnol ogi es on which the standard is based. The
requi renment to correct for 3% Q2 if suppl enental conbustion
air is used is currently under review. This requirenent may

be revised at a later tinme.
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To sinplify applicability of the alternative, al
process vent and storage tank em ssions that are manifol ded
to a common control device are considered as one regul at ed
entity under the alternative standard. Nonmanifol ded vents
are regul ated under the rule as otherw se specified wthout
taking credit for the manifol ded portion of the process.

H Testing and Conpli ance Denpbnstrations

1. Wirst-Case Conditions for Testing

Ext ensi ve comments were received on the provisions for
absol ute or hypothetical worst-case testing contained in the
proposed rule. Many comrenters stated that the provisions
are not workable, especially in batch facilities where
multiple streans are routed to common control devices. In
t hese situations, owners and operators mght be required to
cease production in order to simulate a hypothetical worst-
case test for a given device, or would have to artificially
affect production in order to align em ssion events for
testing that would neet absol ute worst-case conditions.
Comrent ers enphasi zed that, in both situations, there are
safety concerns associated with generating such conditions,
as well as practical concerns.

One safety concern raised by the comenters related to
bot h absol ute and hypot hetical worst-case testing is that
the manifold systens designed to carry em ssion streans to

control devices may not be sized to handle the absolute
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wor st - case situation, which could lead to potentially
expl osi ve situations during absol ute and hypot hetical worst-
case testing. Many commenters stated that sources often
design and install manifold systens at a | ower capacity than
that of the control device itself to prevent such expl osion
potenti al .

The nost conmon practical concern expressed was that
the prediction of when worst-case conditions would be
occurring would be very difficult, although many commenters
stated that calculating the potential maxi muminlet |oading
scenario for a control device used to control em ssions from
mul tiple batch processing vessels would be a difficult, but
manageabl e, task. Many comrenters suggested that fl uctua-
tions related to processing, including sudden changes in
tenperatures or operator, could shift the timng of em ssion
events and render any predictions about the timng of
specific events invalid. The comenters believe that, for
devices controlling multiple streans from noderately conpl ex
facilities, absolute worst-case test conditions m ght never
occur within the life of the facility, nor could they
reasonably be predicted. Additionally, one comenter stated
that an owner or operator m ght encounter difficulty in
proving to a conpliance inspector that the conditions of a

test were, indeed, run at absol ute worst case.
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A practical concern with hypothetical worst case
conditions raised by the commenters is that testing cannot
be performed while an actual batch is being produced. Based
on the commenters’ past experiences, testing in sone cases
could result in a process shutdown for 2 weeks, resulting in
serious production | osses.

One commenter also stated that representative worst
case will also result in timng uncertainties simlar to
t hose of the absol ute worst-case situation, especially when
the device is controlling a single process with nunerous
em ssi on epi sodes.

For normal testing conditions, conmenters believe that
the restriction to operate wwthin conditions that existed
during the test should be dropped. They stated that,
because the proposed standards include an annual conpliance
period, the comrenters argued that the control device wll
constantly see variably challenging conditions and
therefore, should be allowed to operate under conditions
that are outside the range of conditions encountered during
testing. In order to alleviate the EPA's concerns that a
test under normal conditions may not indicate a control
device’' s performance under nore chal |l engi ng conditions, one
coment er suggested that an additional requirenent to
provi de a design eval uati on under nore chall engi ng

conditions be added. Many commenters al so suggested that
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representative worst case should be revised to include al
control devices, and should not be restricted to “the |evel
for which it was designed.” Additionally, one commenter
believes that EPA did not mean to inpose this [imt on
representative testing conditions and would |Iike EPA to make
the appropriate | anguage changes to reflect their intent.
Lastly, several commenters expressed approval of testing
under worst-case conditions, but would |like the conditions
to be nore clearly defined.

The Agency’s intent in requiring testing under worst
case conditions is to docunent the reduction efficiency of
the control device under its nost chall enging conditions.
Subsequent to the initial conpliance test, continuous noni -
toring of operating paraneters established during the
initial test is a reasonabl e neasure of continuous
conpliance wth the efficiency requirenent under all condi-
tions. Presumably, the control device should function as
wel | or better under conditions that are not as chall engi ng.

Many of the coments regardi ng worst-case testing
conditions are related to the restrictive | anguage defining
the worst case challenge and the difficulty associated with
devel oping a tinme-dependent em ssions profile to identify
the appropriate test period. In an effort to provide nore
flexibility to owers and operators regarding the

identification of the proper testing conditions, EPA has
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redefined the worst case “challenge” to include challenging
conditions that are not based on high HAP | oad. These
conditions include cases where efficiencies are dependent on
ot her characteristics of em ssion streans, including the
characteristics of conponents and the operating principles
of the devices. For exanple, in situations in which non-HAP
VOC s are present, where the efficiency of a device is nost
chal l enged by dilute steam characteristics or where specific
characteristics of the conpounds create l[imtations on
control efficiency. |In sizing and estimating the
regeneration requirenent for a carbon adsorber, for exanple,
all material in the em ssion streamentering the unit nust
be considered in estimting bed capacity. Likew se, a
limting factor in scrubber efficiency is the solubility or
reactivity of conponents in the scrubbing |iquor. These
consi derations nust be nade at the tinme of evaluation of the
device for conpliance with the rule.

For worst-case chall enges that are based on | oadi ng of
HAP, EPA has al so expanded t he | anguage descri bing the
devel opnent of the em ssion profile. The em ssions profile
can be devel oped based on the actual processing conditions
at the facility, as proposed, in which all em ssion events
that can contribute to the control device are identified and
considered to determ ne the highest hourly HAP | oad from al

events that can occur at the sane tine. However, in the
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final rule, other options for the em ssions profile have
been devel oped that consider the facility's [imtations
based on equi pnment or conveyance and capture systens.
Omers and operators can devel op em ssion profiles based on
equi pnrent, in which the highest hourly HAP-producing
em ssion streans that possibly could enter the control
device, considering the facility’' s avail abl e equi pnent and
HAP materials, are identified as appropriate testing
conditions. Also, owners and operators have the option to
devel op em ssion profiles based on limtations of the
control device or conveyance system For exanple, many
mani folds are limted in flows and concentration limts by
fans and LEL nonitors. Conducting perfornmance tests based
on conditions approaching these limts is also an option
provided in the rule.

The expanded | anguage on em ssion profiles elimnates
the need for allow ng owners and operators to test at
conditions that are |less than the worst-case chall enge.
Therefore, |anguage referring to testing under
“representative” and “normal” conditions was del eted from
the batch testing provisions. Additionally, the added
flexibility associ ated descri bing worst case may al |l evi ate
comenter’s concerns regarding | oss of production tine.

2. Expedi t ed Test Met hods
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Many comrenters stated that the test nethods referenced
in the proposal under 8§ 63.1253(b)(1) through (6) wll
require nodification, because the nethods were devel oped for
conti nuous processes. Based on the comenters’ past
experience, obtaining approval for nodifications to test
nmet hods often takes 6 to 12 nonths. Therefore, the industry
commenters would like for EPA to consider adding explicit
| anguage in the rule allowing for the use of alternative
test nethods and providi ng sone nechani smfor expedited
approval .

Speci fic suggestions fromthe above commenters for
expediting approval were to elimnate EPA s validation
Met hod 301 in favor of a | ess burdensone nethod and to
explicitly state that approval of mnor nodifications do not
requi re Method 301 validation, or that approval of alter-
native test methods should not trigger the need for a
title V permt revision.

In response to the above coments, the Agency believes
that the provisions in the final rule that require a site-
specific test plan be submtted prior to any testing
suffice in providing a nechanismfor the presentation of,
and approval of, proposed nodifications to EPA test nethods.
In general, Method 301 should be used as a validation nethod
for conpletely new and different testing procedures and

instrunments that have not previously been reviewed by EPA
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It is not the Agency’'s intent to require the use of
Met hod 301 for mnor nodifications to test methods such as
the relocation of sanpling probes.

3. Use of ©Method 25A

One comenter stated that Method 25A shoul d be used
only after an accurate response factor has been determ ned.
The final rule specifies the follow ng test nethods:

1. Method 18 for control efficiency in all situations.

2. Method 25 for control efficiency determnation in
conmbusti on devi ces.

3. Method 25A for the 20 ppnv outlet TOC concentration
st andar d.

4. Method 25A in control efficiency determnations in
the situations described in the introductory paragraphs of
Part 60, Appendix A, Method 25 (when direct neasurenent by
FID is appropriate).

The inmportance of calibrating a FID readi ng obtained
using Method 25A with respect to a certain conpound
(adjustnment by response factor) depends on how the Met hod
Wl be used to denonstrate conpliance with the standard.

In general, the EPA believes that an accurate response
factor is necessary in cases where Method 25A is used to
denonstrate control efficiency across a device where the
conposition of the stream may change, or in situations where

mul ti pl e conponents, including non-HAP VOC s, are present.
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Because the relative proportion of organi c conpounds nay
change across the control device, appropriate response
factors are needed to accurately quantify TOC at the inlet
and outlet of a control device. In addition, the final rule
al l ows owners and operators the opportunity to denonstrate
conpliance at the outlet of a control device by neasuring
20 ppnv TOC or less. The EPA has all owed owners and
operators to calibrate the FID using nethane or the
predom nant HAP expected in the em ssion stream The use of
met hane as a calibration gas for the 20 ppnv TOC alternative
standard is based on the response factor of nethane because
it is simlar to response factors of HAP that are predom -
nant in this industry, such as nethylene chloride and
met hanol. The EPA intends with this requirement to mnimze
the burden of recalibration for various HAP constituents
that nmay actually change over a given period of tine.

4. Em ssion Profiles

Many comrenters requested clarification of the
met hodol ogy for devel oping an em ssions profile, which was
contained in 8 63.1253(b)(iii) of the proposed rule. The
commenters stated that the definition of em ssions profile
inplies that sources must prepare a graph of HAP em ssions
versus tinme. However, because EPA included the | anguage
“the average hourly HAP | oading rate nmay be cal cul ated by

first dividing the HAP em ssions from each epi sode by the
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duration of each episode, in hours, and selecting the
hi ghest average hourly bl ock average”, the comenters
t hought that EPA's intent was not to profile em ssions
versus tine, but rather to sinply list each batch epi sode
and the average hourly HAP em ssions | oading from each
epi sode. Additionally, sone commenters stated that the
em ssion profile nethod seened very conplicated, and that
personnel with operating experience can quickly determ ne
t he worst-case conditions for a control device w thout
produci ng the extensive information required by the em s-
sions profile. One commenter suggested changing the
| anguage of 8§ 63.1253(b)(7)(iii) (A by elimnating the
phase “nust include,” so that sources can have the option of
di scussing an alternative nmeans of determ ning appropriate
test conditions with the permtting authority.

The Agency’s intent, when requiring the devel opnent of
an em ssions profile, is to determ ne the maxi num HAP
| oading to a control device over tinme. Therefore, the rule
requires that the emssions to the device be eval uated by
plotting HAP em ssions versus tinme. The EPA has not, in the
final rule, changed the requirenents for devel oping the
em ssions profile, although EPA did clarify the exact
| anguage in the final rule to address the commenter’s

concerns about the clarity of the requirenent.
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Additionally, two other nethods for devel oping the em ssion
profile were provided in the final rule.

| . Equat i ons
1. Use of Equations in 1978 CIG

As part of the procedure to denonstrate conpliance with
the em ssion reduction standard for process vents, the final
rule requires the owner or operator to determ ne
uncontroll ed em ssions fromeach vent. Equations to
calculate em ssions fromcertain unit operations are
provided in the rule. Nunerous comrenters requested that
the rule also allow the use of simlar equations for the
sane unit operations that are presented in the 1978 CTG
The comenters stated that although the two procedures give
different results, they are based on the sane fundanental
princi ples and neither gives better results. The comenters
provi ded the follow ng additional reasons for allow ng use
of the equations fromthe 1978 CTG (1) the MACT fl oor was
based on data fromthe industry, which were estinmated using
the procedures in the 1978 CTG (2) sources are already
using the procedures in the 1978 CTGto conply with other
regul atory prograns and woul d i ncur significant costs to
invest in a program and data systens to devel op and nmaintain
a second nmethod for estimating em ssions, (3) maintaining
two sets of em ssion estimates woul d make State revi ew and

conpliance efforts conplex and confusing, possibly |eading



136
to conpliance actions for perceived violations of one
estimate but not the other, and (4) the em ssion estinmation
equations in the rule are based on the 1994 ACT, which has
not undergone public review and coment.

The EPA reeval uated the procedures for cal cul ating
uncontrol |l ed em ssions and concl uded that except for two
situations, the equations in both the 1978 CTG and the 1994
ACT docunents give acceptable esti mtes of em ssions for the
purposes of this rule. Therefore, both sets of equations,
except as noted below, are included in the final rule for
exi sting sources. The two situations for which em ssion
estimation procedures in the 1978 CIG are not acceptable for
this rule are: (1) purging wwth streans that have high flow
rates and (2) heating when the final tenperature is higher
than 10 K below the boiling point. The EPA believes this
change mtigates the commenters concerns because the two
situations where the 1978 CTG procedures are not all owed
affect a small nunber of streans. Owmers and operators wll
have to redo cal cul ations for existing processes under these
two conditions. In addition, the owner or operator wll
have to cal cul ate uncontroll ed em ssions for those events
t hat the owners/operators have only controlled em ssion
estimates. This is because the 1978 CTG uses condenser

tenperature instead of vessel tenperature. Details about
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the equations for purging and heating are provided in
sections VI.1.2.b and VI.I. 3.

2. Procedures to Estinate Eni ssions from Purging

a. Equation. The equation for purging was changed in
the final rule because the termthat accounts for the
increase in flowrate due to the volatilization of HAP was
i nadvertently left out of the equation in the proposed rule
(i.e., the purge flowrate needs to be multiplied by the
ratio of the total pressure to the partial pressure of
noncondensabl es at saturation). The revised equation is
identical to the equation in the 1994 ACT and gi ves the sane
results as the equation in the 1978 CTG as long as the total
pressure is equal to 760 nmrHg.

b. Saturation level for large purge streans. The rule

requi res an owner or operator to assume a purge stream
greater than 100 scfmis 25 percent saturated. One
coment er believes the assunption that the vapor phase is
25 percent saturated rather than 100 percent saturated is
merely a different assunption and is not based on better
information. The comenter also stated that assum ng
streans are 100 percent saturated is nbre conservative
because it wll overestimate em ssions, whereas the

25 percent assunption will sonetinmes overestimte and

soneti nes underesti mate en ssi ons.
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The assunptions that purge streans with flow rates |ess
than or equal to 100 scfmare 100 percent saturated, and
that purge streams with flow rates greater than 100 scfmare
25 percent saturated, are based on nodeling anal yses that
are described in the 1994 ACT. 1In the 1994 ACT, the nass
transfer (of toluene) fromthe liquid to the purge stream
was estimated using various correl ations and a range of
desi gn and operating paraneters. The correl ations showed
the purge streans, especially purge streans with high flow
rates, were well below saturation for all but the nost
agitated vessels or vessels with very shall ow head space.
Assum ng these | arge streans are conpletely saturated woul d
result in significantly overestimted uncontroll ed
em ssi ons.

Overestimating uncontroll ed em ssions |eads to at |east
two problens. First, for a condenser, overestimating uncon-
trolled em ssions neans the control efficiency of the
condenser will be overstated (and the condenser w || operate
at a higher tenperature than is actually needed to neet the
standard). A second problemw th overestimating the uncon-
trolled emssions is that even if the control efficiency is
being nmet (say with an incinerator), the quantity of em s-
sions reductions would al so be overestimted, which, if this
stream were used in em ssions averaging, would result in

overestimation of credits. To mtigate these problens, EPA
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reviewed the results of the nodeling anal yses and sel ected
values that while still conservative greatly reduce the
potential anmount of overestimation. The correlations showed
that under all types of conditions, the degree of saturation
declines rapidly with increases in purge flowrate up to
about 100 scfm and then nearly levels off; the “knee” of
the curve was at about 100 scfmfor every scenario. For al
nodel ed scenarios, purge flow rates greater than 100 scfm
were always | ess than 25 percent of saturation. Based on
these results, the EPA believes that assum ng purge streans
with flowrates greater than 100 scfm are 25 percent
saturated rather than 100 percent saturated results in a
better estimate of em ssions, nore accurate operating
paraneters, and reasonable credits for em ssions averagi ng.
Thus, the requirenent to assune purge streans with flow
rates greater than 100 scfmare 25 percent saturated was
retained in the final rule; but an owner or operator also
may conduct an engi neering assessnent to show that anot her
value is nore appropriate.

3. Procedures to Estinate Enissions from Heati ng

a. Heat up tenperature within 50 K of boiling. Wen

the contents of a vessel are heated to a tenperature within
50 K of boiling, the proposed rule would require the owner
or operator to calculate emssions in increnents. One

i ncrenment covered the range fromthe initial vessel
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tenperature to the tenperature 50 K bel ow the boiling point.
The procedure then required estinates for each 5 K tenpera-
ture range up to the final heatup tenperature. One
commenter believes calculating over 5 Kincrenents is overly
conservative. Oher commenters believe the approach is an
error because it differs fromthe approach in the 1994 ACT.

As noted in section VI.1.1, EPAis changing the rule to
i nclude the equations fromthe 1978 CTG and the 1994 ACT as
wel | as the approach in the proposed rule for nost heatup
conditions at existing sources. |In response to industry
concerns, the EPA is also reducing the tenperature cutoff
from50 to 10 K below the boiling point. The concept of a
cap is retained because the procedures in the 1978 CTG and
the 1994 ACT can greatly overesti mate em ssions when the
final heatup tenperature is close to the boiling point. The
equation in the 1978 CTG estimates em ssions assum ng
equi libriumat the tenperature of a receiver (i.e., the
equation uses a ratio of the condensables partial pressure
to the noncondensabl es partial pressure at equilibrium.
Thi s procedure does not specify what equilibriumconditions
shoul d be used in the absence of a condenser. |If the
equi libriumpartial pressures at the final heatup tenper-
ature are used, the equation overestinates em ssions. The
overestimate is nost significant when the final heatup

tenperature is close to the boiling point because the
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partial pressures ratio (condensables to noncondensabl es)
i ncreases exponentially with increasing tenperature, and
goes to infinity as the tenperature approaches the boiling
point. Using the average of the ratios at the initial and
final tenperatures, as is done in the 1994 ACT, al so can
overesti mate em ssions. The EPA believes cal cul ating
em ssions over the 5 Kincrenments when the final heatup
tenperature is above the tenperature 10 K below the boiling
point is a reasonabl e conprom se between the accuracy of the
estimate and the effort needed to performthe cal cul ation.

b. Em ssi ons From Process Condenser. Under the

proposed rule, if the contents of a vessel are heated to the
boiling point and the vessel operates with a process
condenser, the em ssions would be cal cul ated using both the
heat up and di spl acenent equations. One commenter noted that
this procedure results in negative em ssions. The EPA
reevaluated this equation and determ ned that this result
occurs only if the process condenser operates at a tenpera-
ture lower than the initial tenperature of the vessel. To
correct this problem the final rule states that either the
heat up procedure in the 1978 CTG or a variation of this
procedure is to be used. The variation allows the owner or
operator to use a vapor-liquid equilibriumrelationship
other than Raoult’s law and to use the actual system

pressure rather than assum ng the systemis at atnospheric
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pressure. Both procedures are al so applicable when the
condenser tenperature is higher than the initial tenperature
of the vessel.

4. Vapor-Liquid EquilibriumRel ati onshi ps for

Mul ti conponent Syst ens

To estimate em ssions, the rule specifies that owners
and operators assune one of four vapor-liquid equilibrium
(VLE) relationships apply, depending on the system
conditions. These relationships are: (1) Raoult’s |aw,

(2) Henry's law, (3) a VLE rel ationship based on the use of
activity coefficients (obtained experinmentally or from
nodel s) to correct for nonideality in the Iiquid phase, and
(4) the assunption that conponents of the system behave

i ndependently so that the sumof all HAP vapor pressures is
equal to the total HAP partial pressure. Once the applic-
able VLE relationship is established, the HAP parti al
pressure(s) can be determ ned and used in the applicable
equation to estinmate the HAP em ssi ons.

Two comrenters expressed concern about sone of the VLE
rel ationships that the rule requires for estimting em s-
sions frommulti conponent systenms. The commenters concur
with EPA that Raoult’s law is appropriate for m scible
systens. The commenters al so acknow edged t hat use of
Henry’s law is generally nore accurate that Raoult’s law in

predi cting vapor nole fraction for m xtures bel ow t he
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solubility limt, but they stated that this approach is
excessively difficult and unworkabl e because Henry’ s | aw
constants are not available for many of the solvents and
reagents used in the pharmaceuticals industry. Therefore,
the comenters would prefer to use Raoult’s |aw for these
m xtures. For multiconponent systens in which the conpounds
are not mscible or are only partially mscible, the
coment ers opposed the use of equilibriumrelationships
based on activity coefficients because devel oping activity
coefficients is burdensone. As an alternative, the
comenters recomended using an approach in which each
liquid phase is treated i ndependently, and em ssions from
each phase are cal cul ated separately.

The final rule clarifies EPA's intent regarding the use
of vapor-liquid equilibriumrelationships. |f the conpo-
nents are mscible in one another, Raoult’s |aw may be used
when it is applicable. However, if a mscible solution is
not well characterized by Raoult’s law, activity coeffi-
cients nmust be used. For dilute aqueous m xtures, Henry’'s
| aw must be used. The EPA rejects the commenter’s argunent
to use Raoult’s law due to the lack of Henry' s | aw
constants; Table | of appendix Cin 40 CFR 63 contains
Henry’' s | aw constants at 25°C and 100°C for 125 of the nost
common organi ¢ HAP conpounds. For HAP conpounds that are

not on the list, the owner or operator nust estimate the
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Henry's | aw constant. For systenms with nmultiple liquid
phases, the owner or operator may either use activity
coefficients or, as suggested by the commenter, assune the
conponent s behave independently and assune the HAP vapor
pressures and partial pressures are equal.

5. Em ssion Estination Equations Versus Engi neering

Assessnent s

The rule lists two conditions under which an owner or
operator may conduct an engi neering assessnment to show t hat
equations in the rule are not appropriate: (1) if available
test data and the results of calculations using an equation
differ by nore than 20 percent and (2) if the owner or
operator can denonstrate through any other neans that the
em ssion estimation equations are not appropriate for a
gi ven batch em ssions episode. Several commenters stated
that both conditions should be deleted fromthe rule. The
commenters rationale for deleting the conditions shows the
| anguage in the proposed rule did not convey EPA's intent.
As a result, the conditions are rewitten in the final rule
for clarity, and additional clarification is provided in the
fol |l om ng paragraphs of today’ s notice.

Bat ch em ssion episodes nay be due to a unit operation
that is described by an equation in the rule or to a unit
operation that is not described by an equation in the rule.

Estimating em ssions using the applicable equation is always
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t he standard approach for em ssions episodes that are
covered by an equation. However, an owner or operator also
al ways has the opportunity to conduct an engi neering
assessnent to denonstrate and get approval to use another
em ssion estimation technique. The intent of the first
condition is to indicate that an owner or operator could
i ncl ude such a di screpancy between test data and cal cul a-
tions in an engineering assessnent and it would be
consi dered evidence that the equation is not appropriate
(provided, of course, that the permtting authority agrees
that the test data were obtained under “representative
conditions”). The purpose of the second condition is to
indicate that other information may al so be used in the
desi gn eval uation as evidence that an equation is not
appropriate. Again, the permtting authority would have to
approve the use of any proposed alternative to the equation.

The conditions have nothing to do with estimating
em ssions for batch em ssions episodes fromunit operations
that are not described by equations in the rule. For such
em ssi ons epi sodes, an owner or operator would be required
to conduct an engi neering assessnent to show how eni ssi ons
will be estinated.

6. Cal cul ation of Controll ed Eni ssions

Two commrenters stated that the rule should allow the

use of techniques in the 1978 CTGto calculate controlled
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em ssions froma condenser. The commenters stated that the
procedures in the proposed rule cannot be used because they
specify the use of systemtenperature, whereas the correct
techni que, which is used in the 1978 CTG is to use the exit
gas tenperature fromthe condenser. One commenter al so
stated that even when the equations in the rule and the 1978
CTG are identical, “inplenentation differences” cause the
controlled em ssions estimates to differ. To address the
commenters’ concerns, the final rule specifies both the
appl i cabl e equation and any changes to the tenperature or
vol une that are needed for calculating controlled em ssions.

J. Mbni tori ng Requirenents

Many comrenters objected to the use of nonitoring
paraneters for the determ nation of a source’s conpliance
status on a continuous basis. Their central issue, for many
em ssion streans controlled in this industry (e.g., batch,
nondedi cat ed, possibly manifol ded together and routed to
common control), is that an exceedance of a paraneter |evel
as neasured on 15-mnute intervals and averaged over a
24-hour basis, may not necessarily constitute a violation of
the 93 percent control requirenment for the process for the
foll ow ng reasons:

1. |If the paraneter is conservative, the device wll

operate above the required efficiency;
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2. The loading on the control device may be | ess than
the assuned | oading used to set the paraneter, so the device
provi des adequate control even though the paraneter has not
been att ai ned;

3. The actual conmpounds in the em ssion streans may be
easier to treat than those used to set the paraneter; and

4. The excursion may occur when there are little or no
HAP em ssions fromthe process routed to the device.

The EPA had solicited coment on this issue, and at
that time, had questioned why the industry couldn’t set
mul tiple parametric |evels for control devices to account
for different operating scenarios. The commenters countered
that, especially in the case of nanifol ded, end-of-1line
devices, it is not possible to predict with precision what
conditions wll exist at any point in time. Rather than
establishing, up-front, a conplex “grid” of paraneters that
will serve all potential conbinations of operating
scenarios, they would want to set conservative paranetric
| evel s as a screening nechani smfor determ ning whether or
not emssion limts mght have been exceeded, with an option
to eval uate actual paraneter excursions on a case-by-case
basi s after exceedances had occurred to determ ne whether an
emssion limt was actually exceeded.

The commenters recommended that the rule provide that a

par anet er exceedance nust be reported to the permtting
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authority, wth the opportunity to rebut the presunption
that the emssion limt(s) have been exceeded. O her
coment ers suggested that sources be treated in a manner
consistent with the Conpliance Assurance Mnitoring (CAM
rul e, which provides only that an excursion of a nonitored
paraneter is an indication that an em ssion standard may
have been exceeded, but makes no automatic finding of a
violation of that em ssion standard.

In general, EPA recognizes two basic approaches to
assuring that control devices used by the owner or operator
to achi eve conpliance are properly operated and mai nt ai ned
so that the owner or operator continues to achieve
conpliance with applicable requirenents. One nethod is to
establish nonitoring as a nmethod for directly determ ning
conti nuous conpliance with the applicable requirenents. The
Agency has adopted this approach in part 63 standards, and
is commtted to follow ng this approach whenever appropriate
in future rul emaki ngs. Another approach is to establish
nmonitoring for the purposes of docunenting continued opera-
tion of the control devices that are designed to provide a
reasonabl e assurance of conpliance, indicating excursion
fromthese ranges, and correcting problens creating excur-
sions. This second approach is outlined in the CAM rul e,
whi ch applies to sources that are not currently subject to

part 63 standards.
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When determ ni ng appropriate nonitoring options, EPA
considers the availability and feasibility of the follow ng
monitoring strategies in a “top-down” fashion: (1) CEMS for
the actual HAP emtted, (2) CEMS for HAP surrogates,

(3) nonitoring operating paraneters, and (4) work practice
standards. In evaluating the use of CEMS in this standard,
nmoni toring of individual HAP species was not found to be
reasonabl e or technically feasible for many streans. How
ever, in the case of continuous nonitoring of surrogates,
continuous TOC nonitoring is considered a nore viable
nmonitoring option and is provided for sone instances in the
rule. (See discussion on alternative standard and on noni -
toring for carbon bed systens.) Mnitoring of control

devi ce operating paraneters is considered appropriate for
many ot her em ssion sources, and therefore, nost of the
other nmonitoring options provided in the final rule are
based on paranmetric nonitoring.

The EPA has considered the commenters’ argunent that an
exceedance of a nonitoring paraneter is not necessarily an
exceedance of an emssion limt, especially as described in
the generic situations provided above. 1In the first three
situations, EPA believes that as |long as the source is given
the flexibility to select operating paraneters, including
the option retained fromthe proposed rule to allow the

owner or operator to set nultiple paraneter |levels for
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di fferent operating conditions, then the burden is on the
source to remain within the paraneter or paraneter(s).

To address the potential disparity between paraneter
[imt exceedances and em ssion |imt exceedances, the final
rule contains two different types of continuous conpliance
violations. Were a source is using a CEMS to nonitor
conpliance wwth the 20 ppnv alternative standard, an
exceedance is defined as a violation of the emssion limt.
Simlarly, because the exit gas tenperature of a condenser
is so closely correlated with em ssions, a condenser
t enper at ure exceedance is considered a violation of the
emssion limt. Exceedances of other types of paraneter
limts are defined as violations of an operating limt,
rather than violations of the emssion limt.

In response to industry’s preference to eval uate
paraneter |evels after an exceedance of a conservative
paraneter |evel to determ ne whether an emssion |imt was
exceeded (thereby elimnating the need for a conplex grid of
preset paraneter |evels), EPA believes that the
establ i shment of conpliance levels prior to operation of the
device or process is inperative; otherw se, the constant
opportunity for rebutting a violation of the standard woul d
render the standard unenforceable. Wile EPA is sensitive
to industry’'s need to mnimze its conpliance burden, EPA

bel i eves that the burden placed on State agencies to
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consi der the anount of information that the rebuttable
presunption option would encourage is not reasonabl e.

In response to the fourth generic situation described
by industry, EPA has provided in the final rule,
clarification of situations (no flow when exceedances of
preset paranmeters would not constitute a violation of the
st andar d.

For reasons descri bed above, EPA rejects the assertion
that the paranetric |levels should not be used as a direct
i ndi cator of conpliance. The EPA believes that conditions
in the proposed rule which have been retained in the final
rule including options for setting paraneters, coupled with
clarifying the averaging tinmes for conpliance determ nations
and establishing valid data criteria for nonitored
paraneters shoul d address concerns of conmmenters, while
retaining the enforceability of the standard. The final
rul e provides options for presetting multiple paraneter
| evel s to account for variation in batch em ssion stream
characteristics within em ssion sources (as proposed), and
to account for variability in conbined stream
characteristics in manifolds.

The final rule provides owners and operators with the
option of setting averaging tines based on either a “bl ock”
of tinme suitable for the expected variations of em ssion

stream characteristics froma batch process (determ ned by
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the owner or operator, with sone restrictions), or a 24-hour
basis (as proposed).

The final rule also provides owners and operators with
an opportunity to verify conpliance based on a revi ew of
operating | ogs during periods of exceedances. Exceedances
w Il not constitute violations of subpart GGG during periods
when a paraneter has been set based on worst-case condi -
tions, or other conditions that were not representative of
the conditions in the device during the exceedance, if the
owner or operator has predeterm ned other |evels that ensure
conpliance wth the standards for these representative
periods. If predeterm ned | evels were established, the owner
or operator can al so determ ne conpliance for discrete
streans in manifolds by referencing to these limts.

Addi tionally, nonitored data obtained during periods in
which no flowto the control device occur should not be
considered valid; during such periods, the final rule allows
for the exclusion of such data fromthe daily or bl ock
averages. The use of a flownreter to identify and excl ude
such periods fromconpliance average is therefore required
inthe final rule, if they cannot otherw se be predicted.

K. Recor dkeepi ng and Reporting Requirenents

| ssues related to the amount and type(s) of
recordkeeping and reporting requirenents that were included

in the proposed rule were raised by comenters representing
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both industry and enforcenent agencies. The pharnaceuti cal
manuf acturing industry involves a wide variety of processes,
products, and resulting em ssions. |In order to denonstrate
conpliance with the necessary MACT requirenents, detailed
records are needed to have a reliable, docunented record of
how t he source conplied with the regulation. The EPA has
made a concerted effort to reduce the recordkeeping require-
ments of the final pharmaceutical rule. The EPA recognizes
t hat unnecessary recordkeeping and reporting requirenents
woul d burden both the affected source and EPA/ State
enforcenent agencies and will continue to review
requirenents to identify and inplenment other possible
stream i ni ng neasures.

The EPA has reviewed the recordkeeping and reporting
requi renents required by the proposed rul e and has
elimnated those areas where duplicative and inapplicable
requi renments were proposed. Mst of these changes invol ved
areas where the referenced General Provision requirenents
were not directly applicable to this industry. darifica-
tions and/or additional |anguage have been added to tail or
the recordkeeping and reporting requirenments to the rel evant
dat a needs from pharnmaceutical manufacturing operations.
Table 1 in today’s final regulation was nodified to include
a summary col um describing the relevant information in each

part of the General Provisions, and nore information was
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added to better relate the requirenents of the final rule
and those in the CGeneral Provisions.

Comrents on preconpliance reporting were varied
dependi ng on the commenter’s perspective and experience.
Some commenters viewed the preconpliance reporting require-
ments as burdensone and restrictive. One commenter stated
that submittal dates for reports and notifications due prior
to the conpliance date are nmuch too early, unnecessary, and
can be counterproductive. Two commenters stated that the
Preconpl i ance Report should be due only 3 nonths prior to
the conpliance date. Qher comenters argued that the
“early” due date for the Preconpliance Report is valuable
because it provides a practical neans of ensuring that a
source is aware of the upcom ng deadline. One of the
commenters al so stated that the description of test condi-
tions and imts of operation for control devices tested
under normal conditions and the correspondi ng nonitoring
paranet er val ues should be submtted as part of the Pretest
Notification Report rather than with the Preconpliance
Report. In response, the Agency revised the submttal dates
for the preconpliance report and the em ssions averagi ng
i npl enentation plan to 6 nonths prior to the conpliance
date. The Agency believes the final submttal dates and

data requirenents for the preconpliance report are adequate
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to provide the enforcenent agencies with sufficient tinme to
review the information.

Sone commenters al so suggested that the use of
alternative paraneters be included in the preconpliance
report and that periodic testing be done to correl ate actual
em ssion rates to alternative paraneters. The EPA response
to this issue is addressed in section VI.L of this preanble.

One comment er suggested that sources be required to
establish an effective environnental managenent systemto
el imnate nmuch of the paperwork burden associated with the
proposed recordkeepi ng and reporting requirenments. The
Agency believes an effective environnmental nmanagenent system
can be used to conply with all the requirenents of the final
rule provided the systemis based on neeting the MACT
requirenents in the final rule. Sources are free to submt
an alternative conpliance plan to the appropriate agency to
review approve in lieu of any or all recordkeeping or
reporting requirenents.

Commenters al so raised issues related to data
availability stating that the proposed requirenents were
unreasonabl e, inpracticable, and nore stringent than those
for other industries. The Agency does not agree wth these
conment s.

L. Permtti ng and Conpli ance Opti ons/ Change Managenent

Strategy
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1. Proposal Comments Recei ved

In the April 1997 proposal, the EPA solicited coment
on the interaction of this standard with the title V
operating permts program inplenented at 40 CFR part 70.
In addition, the Agency requested coment on an approach
whi ch woul d i ncorporate by reference the Notification of
Conpl i ance Status Report (NOCSR) into a pharmaceuti cal
manufacturing facility's title V permt. The EPA al so
solicited coment on the types of operational changes that
woul d trigger revision of the operating permt under
title V. However, in soliciting comment on these issues,
the Agency did not propose to revise part 70 through the
establishment or inplenentation of subpart GGG

Comrenters to the proposed subpart GGG rai sed several
i ssues wWith respect to process changes at pharnaceuti cal
facilities, which they claimed would result in a potentially
unmanageabl e title V permt adm nistrative process. The
phar maceuti cal industry produces a w de range of existing
and new and/or inproved products primarily through the use
of nondedi cated equi pnment operated in a batch production
node. Commenters were fearful that frequent changes in the
use of existing equi pnent as well as the additions of new
equi pnent at pharmaceutical facilities would require
frequent revisions to the operating permts for these

facilities. These commenters predicted that such permt
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revisions would result in delays in inplenmenting process
changes and cause significant new adm ni strative burdens on
the facility and permtting authority.

The preanble to the proposed rul e descri bed the NOCSR
as the conpliance “blueprint” for inplenentation of the
standard, containing "[a]ll information regarding
docunentation of the facility's conpliance status with

regard to the standard. This information would

i ncl ude "process descriptions, em ssions estimates from

t hose processes, control device perfornmance docunentation,
and continuous conpliance denonstration strategies,
including nmonitoring." The EPA solicited conment on whet her
the NOCSR could be initially incorporated by reference into
the title V permt and whether the permt could be revised
as necessary through quarterly update reports. The proposal
posited that only changes requiring site-specific approval
(such as the use of a nonitoring paraneter that was not
identified in the standard) would trigger some significant
review action under title V. The Agency expressed the view
that this approach would all ow enough flexibility for
sources to nake operational changes as necessary as well as
changes to operating and conpliance procedures w thout

addi tional approval, if the changes were straightforward,
and woul d assure that the conpliance plan for the facility

woul d al ways be reasonably current.
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Most comenters did not support an ongoing
i npl emrentation strategy based on permt revision for
oper ati onal changes, even if it could be streaniined.
Several industry commenters strongly reiterated concerns
about the potentially huge adm nistrative probl ens
associated wth inplenenting subpart GGG within title V
permts.

In particular, PHRVA recommended an approach under
which facilities that have been issued a title V permt
before subpart GGG is finalized would be required to apply
for a mnor permt nodification (MPM by the due date for
the NOCSR. The suggested MPM application woul d include:

(1) alist of applicable subpart GGG requirenents that
shoul d be included in the permt itself (including a "nmenu"
of applicable process vent, tank, and wastewater
standards); (2) a requirenent for the facility to submt a
conpliance plan that outlines the regulated entities within
the affected source (such list should include the
identification of regul ated processes, process vents, tanks,
and wastewater PODs; a determnation as to which substantive
standard applies to each; and a list of correspondi ng
testing, nonitoring, record keeping, and reporting
requirenents); (3) a requirenent for the facility to update
the plan when a conpliance requirenent changes; (4) a

requi renent to submt the plan to the permtting authority
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every 6 nonths; and (5) a requirenent to operate in
accordance with the plan. For facilities that have not been
issued atitle Vpermt until after subpart GGG is
finalized, a facility's initial permt would be issued to
include these five itens. Facilities that trigger new
source MACT would be required to apply for a significant
permt nodification (SPM prior to inplenenting the
triggering change. Under this approach, PHRVA believes that
a source could make nost changes at the affected facility
wi thout triggering a title V permt revision, provided the
conpliance plan was updated to indicate the new regul ated
entities and/or new requirenents that would result fromthe
change, thus avoiding delay while ensuring that the part 70
requi renents are satisfied through tinely recording of the
requi renents applicable to the source.

Title V requires operating permts to assure conpliance
with all applicable requirenents at a source, including a
section 112 standard such as subpart GEG  An existing
source subject to subpart GGG nust include in its operating
permt by the tinme of the standard s conpliance date -the
| at est date by which nost provisions of the standard woul d
becone applicable requirenents at existing affected sources-
sufficient permt terns and conditions to assure conpliance
with the standard. |If a source’'s initial title V permt

does not include ternms to assure conpliance with subpart GGG
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by the conpliance date, the permt nust be revised to
i ncorporate the standard not |later than 18 nonths after the
standard’ s pronul gation. See CAA section 502(b)(9). This
will ensure that subpart GGG is reflected in title V permts
for pharmaceutical facilities by the tine of the conpliance
date and as required by statute, since the conpliance date
for subpart GG is up to 36 nonths after the standard’s
pronmul gation (see section 63.1250(f)(1). Consistent with
section 502(b)(6) of the Act, however, if the standard is
pronul gated when fewer than 3 years remain on a najor
source’s permt term a permtting authority’s program may
reflect the option not to require revisions to the permt to
i ncorporate the standard. The Act permts State prograns to
require revisions to the permt to incorporate the standard
in such instances, however, so any sources with fewer than
3 years remaining on their permts upon the pronul gati on of
today’s action, should consult their State permtting
program regul ations to determ ne whether revision to their
permts is necessary to incorporate subpart GGG

The EPA does not believe that PHRVA's recommended
permtting approach would ensure that operating permts for
pharmaceutical facilities assure conpliance with subpart GGG
by the standard’s conpliance date and subsequently during
the permt term PHRMA recomends including basic permt

content information--such as the identification of regul ated



161

em ssions units and activities, and their associated
conpliance requirenments--in an off-permt conpliance plan,
when such information is appropriately required in the
permt. The proposal addressed this point by soliciting
comment on the incorporation by reference into the
facility’s permt of the NOCSR. The EPA believes that it is
possible to provide the flexibility sought by pharmaceuti cal
manuf acturers whil e maintai ni ng Congress’ intent that the
title V permt contain all of the applicabl e Federal
requi renents. However, neither the proposal nor today’s
final rule purports to revise part 70 to acconplish this
transfer of permt content fromthe permt to an off-permt
conpliance plan, and EPA does not believe that a MACT
standard such as this is the appropriate vehicle to
acconplish revisions to part 70. A separate rulemaking is
currently underway to revise part 70, and features of
today’ s approach nay be adopted in that rul emaking.

Moreover, for facilities that have been issued a
title V permt before the MACT is promul gated, PHRVA' s
recommended approach woul d not neet the requirenent that
these permts assure conpliance with subpart GGG by the
standard’ s conpliance date. |In addition, the approach would
not satisfy section 502(b)(9)’s requirenent that such
permts be revised not |later than 18 nonths after the

promul gati on of subpart GGG  PHRMA reconmended t hat
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facilities that have been issued a title V permt before the
MACT is promul gated be required only to apply for a MPM by
the due date for the NOCSR The due date for the NOCSR
under subpart GGG can fall as |late as 150 days after the
conpliance date, see section 63.1260(f), and the conpli ance
date for existing sources is wwthin 3 years after the
pronul gati on date of the standard, see section
63.1250(f)(1). Finally, under section 70.7(e)(2)(iv), a
permtting authority may have up to 90 days fol |l ow ng
recei pt of a MPM application to issue an actual MM
reflecting subpart GGG

Therefore, PHRVA's reconmended approach woul d al | ow
exi sting sources with title V permts to delay revisions to
their permts to incorporate subpart G3G as | ong as
44 mont hs--36 nonths plus 5 nonths plus 3 nonths--after
promul gati on of the standard, when section 502(b)(9)
requires such revisions to be acconplished not |ater than
18 nonths after pronulgation of the standard. |In addition,
of course, PHRVA's approach would not ensure that existing
sources subject to subpart GGG have permts that assure
conpliance wth the standard by the tine of the standard’s
conpliance date. For these reasons, EPA declines to adopt
PHRVA' s reconmended approach in its entirety. However, as

stated above, EPA believes the Agency can neet the
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i ndustry’s needs while conplying with statutory obligations
and Congressional intent.

The EPA agrees that sonme types of pharnmaceutica
oper ati onal changes may be subject to frequent title V
revisions. As a result, the EPA met with industry
representatives to clarify industry coments received on the
proposal. In response, EPA devel oped a recomended approach
for managi ng changes involving reconfigurations of existing
equi prent and the additions of certain new equi pnment subject
to the pharmaceutical MACT through title V permts. This
change managenent strategy in general adopts aspects of both
t he EPA proposal (e.g., to incorporate the NOCSR into the
title V permt) and of industry suggestions for managi ng
change nade subsequent to the NOCSR

2. Description of Recommended Approach

a. General strategy for change managenent. This

notice presents an interpretation of the current

regul ations at 40 CFR part 70, for purposes of an
experinmental permtting approach under which title V
operating permts may be designed to inplenment subpart GGG
and provide operational flexibility without frequent permt
revision. This approach represents EPA's current views on
these issues and, while it may include various statenents
that permtting authorities or sources may take certain

actions, these statenments are made pursuant to EPA s
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prelimnary interpretations and, thus, are not binding on
any party as a matter of law. Only if EPA makes its
interpretations final through rulemaking wll they be
binding as a matter of law. This nmeans that States are not
required to follow this approach in inplenmenting subpart GGG
through their operating permt prograns, and EPA w Il fully
and fairly consider all coments and petitions calling upon
the Agency to object to permts that rely upon the change
managenent strategy.

Nonet hel ess, the Agency encourages States to use the
flexibility described in this preanble wherever they believe
that the change managenent strategy will assure conpliance
W th subpart GGG while inplenmenting the MACT standard in an
efficient, streamined fashion. The EPA intends to use this
strategy where requested by a pharnmaceutical facility and
where the Agency would to be the permtting authority of
jurisdiction under 40 CFR part 71.

It should al so be noted that the described change
managenent strategy is only tailored toward neeting the
requi renents of subpart GGG  Additional strategies are
likely to be needed to address the consequences of a
particul ar change relative to other relevant applicable
requi renents [e.g., mnor or major new source review (NSR)],
particul arly when the change woul d cause an increase in the

type or amount of air pollutants rel eased.
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Under EPA's interpretation, the Agency envisions that
all title V permts inplenenting the pharmaceutical MACT
will contain two principal structures: the incorporated
pharmaceuti cal MACT standard and a detail ed description of
the array of process equi pnent, control devices, and initial
operating conditions at the subject facility. In addition,
the title V permt may contain a third structure
i npl enenting the change managenent strategy through prior
approval of reasonably anticipated alternative operating
scenari os [see section 70.6(a)(9)].

First, as it nust under title V and part 70, the
title V permt will contain permt ternms and conditions that
i ncorporate subpart GG These permt terns wll include
the requirenents of the MACT rule applicable to PMPUs and
ot her equi pnent that conprise pharnmaceutical manufacturing
operations, including all requirenents for identifying
af fected em ssions sources and applicabl e em ssion
standards, cal culating em ssions, denonstrating conpliance
(e.g. requirements for the operation of control devices),
and for testing, nonitoring, record keeping and reporting.

The second permt structure, fromthe NOCSR submtted
by the source owner, shows current operations and how t he
source is conplying at that time with all the rel evant
requi renents of subpart GGG (which were incorporated as the

first permt feature). Naned and described in the permt
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are the specific processes in operation at the tine of the
NOCSR and all those that will be run during the termof the
permt; the PMPUs and ot her regul ated em ssi ons equi prment
and activities associated with the pharmaceuti cal
manuf acturing operations; the |inkages between identified
em ssions points and control devices used for conpliance
with the standard; and the |inkages between the identified
em ssions points and their associ ated conpliance obligations
under subpart GGG The cal cul ati ons denonstrating
conpliance nmust be submtted by the source in support of
t hese |i nkages.

The third permt structure addresses the nmanagenent of
frequent changes at pharmaceutical facilities subject to
subpart GGG This structure generally will allow permt
revi sions at pharmaceutical facilities to be avoided w thout
sacrificing conpliance assurance, in instances where
reasonably anticipated alternative operating scenarios can
be established in title V permts and supported with
detail ed operating logs (onsite records). |If a source owner
or operator can reasonably anticipate the type of changes
and operating scenarios relative to the current operations
defined by the NOCSR (i.e. the baseline operating scenario)
that will use the equipnent identified in the permt and
w Il occur over the life of atitle V permt, part 70

provides for the permtting of such changes through
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alternative operating scenarios. However, because equi pnent
configurations at pharmaceutical facilities can change
frequently (and w thout conplete predictability) in response
to product changeovers, new drug introductions, and process
i nprovenents, the allowed operating scenarios need to be
constructed in the title V permt in a “menu” format.

Under the permt nmenu for subpart G35 a pharnaceuti cal
source will be able to vary its array of processes and
control devices fromthe permtted baseline scenario wthout
need for permt revision, provided that these ways have been
preapproved as alternative operating scenarios. This could
i nclude shifting process equi pnrent, addi ng repl acenent
process equi pment, elimnating equi pnent within the sane
process, or changing the type or anount of solvent in order
to inprove existing processes or to add new processes.

These changes, however, nust not exceed the capacity of the
control and process equi pnent as set out in the permt, and
must al ways conply with the permit and all applicable

requi renents. The Agency again notes that such changes
occurring under the change managenent strategy are
preapproved for subpart GGG purposes only and other actions
and/ or strategies are necessary where other applicable
requi renents are inplicated by such changes.

The change nanagenent strategy al so addresses the

addi ti on of new condensers and of new process equi pnent
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subj ect to subpart GGG  Condensers are the only new control
devices currently that nmay be advance approved and only in
[imted circunstances (see section VI.L.2.b. Additional

Consi derations). Bringing new process equi pnent into

service may be acconplished in tw situations as a
reasonably anticipated alternative operating scenario for
pur poses of subpart GGG provided that the new equi pnent is
preapproved in the permt and ot herw se neets the
requi renents bel ow.

The first situation involves the |ike-kind replacenent
of permtted process equi pnent which is functionally
equi val ent to and provides no greater production capacity
t han the equi pnment being retired. The repl acenent
transaction, and identification of the new process
equi pnent, nust be recorded in the OSIL along with other
i nformati on necessary to reflect the changed operating
scenari 0. Because the new process equi pnent is replacing
the retired equi pnent that was specifically identified in
the permt, the new process equi pnment need not be
specifically identified in the initial permt in order to be
preapproved. The preapproval approach does not allowthe
substitution of new process equipnent for permtted
equi pnent that will remain in service el sewhere at the

source.
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The second situation involves the addition of process
equi pnent which already exists on-site but is not in current
service. In order to be approved for purposes of
subpart GGG this equi pnent nmust be specifically identified
inthe permt in ternms of its type and capacity. The Agency
notes that the authority to preapprove such process
equi pnrent in the permt is [imted to equi pnent for which
t he owner or operator holds a reasonabl e expectation that
the equi pnment will be called into service over the 5-year
life of the title V permt. Because this category of
equi pnent already exists at the facility, and wll be
specifically identified in the permt with its capacity and
type listed for review by the permtting authority, EPA, and
public, the Agency believes such equi pment may not only
replace permtted, retired equipnment, but may al so augnent
permtted equi pnment in service and thereby increase
production capacity at the source.

In both of these situations, the additions of such
equi pnment nust neet all provisions of the permt governing
their operation, including the requirenment to stay within
t he approved capacity of the control device to which their
em ssions are routed. Oher situations involving process
equi pnent nmay not be preapproved and are subject to the
noti ce procedures of section 70.4(b) or the permt revision

procedures of section 70.7. Options under the current
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regul ati ons are, however, expected to change (see

section VI.L.3. Legal Considerations for discussion of

anticipated treatnment of subpart GGG requirenments attaching
to new em ssions units under the upcom ng part 70
revisions).

At the tine a source w shes to undertake a change that
could trigger different obligations under subpart GEG or its
permt, the source will evaluate first whether the change is
wi thin the scope of an approved alternative operating
scenario in the permt. |If so, the source will select the
appropriate conpliance options fromthe alternatives
approved in the permt and inplenent the change consi stent
with the terms of the permt governing such selection. The
source would not be required by the permt to route
em ssions from specific process equipnent only to the
specific control devices that were linked to themin the
initial detailed conpliance baseline. Instead, the nmenu of
alternative operating scenarios, described below, in
conjunction with features of subpart GGG will allow a source
to shift to the conpliance obligations governing the change
and, where applicable, to select anong the control devices
at the facility that the permtting authority has approved
as capabl e of achieving conpliance.

The nmenu of alternative operating scenarios is a

conbination of the first permt structure discussed above
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(1.e., the requirenents of subpart G35 and sonme additiona
features. In particular, the nenu consists of: (1) a
description of the em ssions sources (e.g., process vents,
wast ewat er poi nts of determ nation, storage tanks, and other
regul at ed equi pnment conponents) subject to the
pharmaceutical MACT; (2) the specific em ssion standard or
standards that potentially apply to each source; (3) al
control devices that have been approved by the permtting
authority through performance tests or engi neering anal yses
(as provided by subpart G35 to conply with those standards;
(4) the paraneters to be nonitored and data to be recorded
specified for each control device, each process or
equi pnent, as appropriate, as well as the nonitored
paraneter values that indicate conpliance (i.e., paraneter
trigger levels); and (5) the testing, record keeping and
reporting provisions that are relevant to each type of
process or em SSions source.

Whet her a change can be accommpbdated within a
preapproved alternative operating scenario fromthe nenu
depends on certain boundary conditions governing such use.
These boundaries prinmarily depend upon: (1) the performance
capabilities and any capacity limtations on control devices

as approved in the permt for conpliance;! (2) whether

INote that these linmtations nust include restrictions
on the anount of HAPs and, where relevant, the type of HAPs

whi ch can be routed to the device. It nay be necessary to
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subpart GGG s provisions governing that change are limted
to replicable operating procedures (ROPs) for determ ning
em ssions and applicable emssions limts; (3) whether
changed em ssions fall within the performance limts of
(1) above; and (4) whether the approved nonitoring approach
remai ns applicable. The ROPs must be capabl e of vyielding
the identical conpliance assessnent whether applied by the
source, permtting authority, EPA or nenber of the public.
That is, the results fromusing these procedures are the
sane regardl ess of who uses it and when. The ROPs nust be
scientifically credi ble and be based sol ely on nondi scre-
tionary steps and on objective data (where data are
required). These ROPs are contained either in the standard
itself or established during the title V permtting process.
Where the applicable subpart GGG requirenent is not already
such a procedure, but one that can be established during the
permt process (see |ater discussion as to which require-
ments are eligible), then the source would propose it and
the permtting authority would specifically need to approve
it, including any limts on its use, during atitle V permt
process that is subject to EPA and public review.

Where a permt would contain the change managenent

structure, the source’s on-site docunentation, as required

i nclude other restrictions, e.g., total organic conpounds
that define the capacity and the performance of the control
devi ce.
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by subpart GGG (section 63.1259(b)(9)), will include an up-
to-date operating log for alternative operating scenari o0s,
[al so required by section 70.6(a)(9)(i)]. The on-site
i npl ementation log (OSIL) nust record sufficient information
to show the conpliance obligations of each specific

operating scenario in advance of its operation.
Accordingly, the OSIL nmust include for each process:

(1) a description of the process and the type of process
equi pnment used: (2) an identification of related process
vents and their associ ated em ssions epi sodes and durati ons,
wast ewat er PODs, and tanks; (3) the applicable control

requi renents of this subpart, including the |evel of
required control; (4) the control or treatnent devices used,
as applicable, including a description of operating and/or
testing conditions for any associated control device;

(5) the process vents, wastewater PODs, and tanks (i ncl uding
those from other processes) that are sinmultaneously routed
to the control or treatnent device(s); (6) the applicable
monitoring requirenents of this subpart and any paranetric

| evel that assures conpliance for all em ssions routed to
the control or treatnent device; (7) calculations and

engi neering anal yses required to denonstrate conpliance; and
(8) a verification that the operating conditions for any

associ ated control or treatnent device have not been
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exceeded and that any required cal cul ati ons and engi neering
anal yses have been perforned.

The OSIL, in conjunction with and the information
contained in the permt, nonitoring records, and any ot her
avai l abl e information and belief forned after reasonable
inquiry, wll provide the basis for maki ng annual conpliance
certifications under section 70.5(d). Moreover, this
information will allow an enforcenent authority to verify
when processes were being operated, to identify which
em ssions points fromeach process were controlled and how,
and to determ ne whether the control devices were operated
at performance |levels that assured conpliance with
subpart GGG The permt would require the source to submt
a quarterly report of the new operating scenarios contai ned
intothe OSIL to the permtting authority and to certify to
its truth, accuracy and conpl et eness pursuant to section
70.5(d). For reporting purposes, a change to any of the
el ements defining an operating scenario (see above) which
have not previously been reported, except for elenent (5)
above, shall constitute a new operating scenari o. The
permt shall also require that nonitoring data, including
that relevant to the identified paranmeter trigger |evels, be
subm tted sem annual ly (except that deviations nust be
reported pronptly). The source or the permtting

authorities would then nmake conpliance information and the
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OSIL reports available to EPA or nenbers of the public upon
request, consistent with confidential business information
prot ections.

In establishing alternative operating scenarios in a
title V permt, the source would propose perfornance | evels
and operating limts for control devices to be used for
conpliance. Except for condensers (see section VI.L.2.b.

Addi tional Considerations), sources would then denopnstrate

conpl i ance using control devices operated to acconmodate the
range of anticipated em ssions episodes [i.e., a worst-case
scenario(s) as provided in section 63.1257(b)(8)(i)]. The
source must provide to the permtting authority in the NOCSR
control device testing information and results (or other
prescri bed docunentation), and nonitoring provisions wth
paraneters to be nonitored to show conpliance with the rule.

Est abl i shing nonitoring paranmeter levels correlated to the
required em ssions reduction (i.e., trigger levels for
conpliance) assures conpliance for anticipated worst-case
em ssions. This provides a source with considerable
flexibility since nost, if not all, changes to the source
are likely to fall within the permtted worst-case em ssions
boundary and woul d not trigger a permt revision.

In sone situations, the source may wi sh to establish

multiple trigger levels for the sane nonitored paraneter

wi thin the normal operating range of an existing control



176

devi ce, each of which would assure conpliance for different
specifically defined em ssions profiles. Thus, wthin the
constraints of a control device's capacity, the title V
permt may establish nore than one enforceable trigger |evel
for an operating paraneter to accommodate nost common ki nds
of anticipated operations wi thout the need for a permt
revision. A ROP in the permt nust be used to calculate the
em ssions profile of any proposed change and match the new
em ssions profile to the appropriate operating paraneter
trigger |level that assures conpliance with subpart GGG
For exanple, in a systemw th three separate trigger |evels
for the sane paraneter, which have been predetermned in the
permt, assume that the projected em ssions associated with
a particular change would require the |evel of control
corresponding to the second trigger level. As a result, the
cal cul ated em ssions woul d exceed the em ssions profile
associated wwth the first cutoff (and its | ower |evel of
control), would correspond to the em ssions profile covered
by the second and neet its required paraneter trigger |evel,
and woul d not neet the em ssions profile characteristics and
not require the greater control associated with the third
trigger |evel

For sources enploying the change managenent strategy,
the permt shall provide that a violation of the ROPs, a

viol ation of other conditions inplenenting the change
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managenent strategy, or a violation of the nonitored
paraneter trigger levels (as applicable and recorded in the
OSIL) would be a violation of the permt and of the control
device trigger operating limt, and a violation of the
emssions limt where specifically provided for by the
standard (e.g., an exceedance of the outlet gas tenperature
for a condenser). The EPA notes that neither the change
managenent strategy nor the OSIL can alter any obligations
that the source has to conply with either the permt or the
MACT standard itself. Wile permtting authorities may
extend the permt shield in section 70.6(f) to the permt
terms and conditions of each alternative operating scenario
contained in the permt, assumng the State program has a
permt shield provision, this permt shield may not be
applied to the specific conpliance-rel ated changes which are
only recorded by the source inits OSIL (see section VI.L.3.

Legal Considerations). Like CAA section 502(b)(10) changes,

nmost adm nistrative permt anendnents, and MPMs whi ch do not
undergo prior public review [see sections 70.4(b)(12)(i)(B)
70.7(d)(4) and 70.7(e)(2)(vi)], the part 70 permt shield
may not extend to an OSIL or source determ nations nade
pursuant to the change managenent approach that have failed
to undergo prior EPA and public review The source’s

conpliance with those paraneter |levels recorded in the OSIL
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w Il not shield the source agai nst challenges to the
source’s conpliance with subpart GGG

To illustrate the change managenent permtting
strategy, suppose a pharmaceutical source undertakes a
process i nprovenent project that replaces two steps in an
exi sting pharmaceutical process with one new step. This
project results in the elimnation of two existing process
vents fromthe process and the addition of a new vent. No
new equi pnent is involved. Further, suppose that
subpart GGG requires the existing process and the proposed
process change to neet the 93 percent reduction requirenent
for process vents, and the source opts to neet that limt by
ducting all vents fromthe process to an existing therma
oxidizer. As a first step, the source owner/operator mnust
determ ne whether and to what extent the previously
establ i shed baseline em ssions profile for the process w |
change. To do this, the owner/operator will calculate the
uncontroll ed em ssions fromthe new vent using the equations
provided in the MACT rule (and incorporated into the
permt). The new process step involves the follow ng
em ssions-rel ated activities: vapor displacenment (Equation 8
in section 63.1257(d)(2)(i)(A) of the rule), heating
(Equations 10-17), and depressurization (Equations 18-29).
In cal cul ating em ssions, the owner/operator nust supply the

physi cal characteristics fromthe process batch production



179

procedures as inputs to the required equations. This
description is the material used and the procedures foll owed
exactly by the source to performthe process each tine the
specific product is produced. The process batch description
i ncludes details such as: the amount and type of raw
materials to be used in each batch, the m xing and heati ng
cycle durations, the final tenperature of the heated
ingredients, reflux rates, and the tenperature of the refl ux
condenser.

Once the em ssions fromthe new process step are
cal cul ated, the owner/operator adds these em ssions to the
previ ously docunented em ssions fromthe process and
subtracts the em ssions fromthe two process steps that were
elimnated to determne the total em ssions to be routed to
the thermal oxidizer. A revised emssions profile for the
process is now established. Next, the owner/operator nust
eval uate whether the thermal oxidizer still assures
conpliance with the 93 percent reduction requirenent.
Under the source’s title V permt, the owner/operator wl|
have cal cul ated and docunented ( and the permtting
aut hority woul d have approved) the worst-case em ssions
profile that could be accombdated by the thermal oxidizer.
The owner/operator conpares the emssions profile in the
wor st-case analysis with the inproved process em ssions. |f

the worst-case emssions profile will not be exceeded, the
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changed process will conply with the standard, and the
existing title V permt does not have to be revised (unless
required to assure conpliance with applicable requirenents
ot her than those of subpart G35. |If a new worst-case
scenari o woul d be created by the change, a permt revision
must be undertaken to determ ne whether the change can be
made. In order to support the permt revision, the
owner/operator will have to perform additional analysis or
testing, as required by the MACT rule and/or the permtting
authority, to show that the oxidizer has sufficient capacity
to control the new scenario to neet subpart GGG This may
require a corresponding revision to the nonitored paraneter
conpliance trigger level in the permt as well.

As stated earlier, the owner/operator is required by
the MACT rule to keep records of all cal culations perforned
to support the process inprovenent change. Thus, the on-
site records include results of calculations to determ ne
em ssions fromthe new process step and total em ssions from
the i nproved process, and the conparison of em ssions from
the inproved process with the previously established worst-
case em ssions analysis. |If the change can be nade w thout
permt revision, the owner/operator also is required to
mai ntain records in the OSIL show ng when the change was
made and how the new vent is controlled. 1In addition, the

permt nust require that the source operate consistently
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with the cal cul ations made for the operating scenario
described in the OSIL. Such consistency, however, does not
protect a source fromviolations of the standard, where the
calculations are in error or otherwise fail to assure
conpliance wth subpart GGG

In the exanpl e presented above, the new process
i nvol ves em ssions-related activities that are covered by
the ROPs contained in subpart G3G However, sone activities
may not fall under operations for which equations have been
provided in the standard. |In many such cases, the change
managenent strategy allows the source to submt for approva
its proposed nethodol ogy for quantifying these em ssions.
Under this approach, the permtting authority would have the
opportunity to evaluate the proposed nethodol ogy and, if
judged replicable, by the permtting authority - with EPA
and public review, establish this nethodology in the title V
permt. The ROPs could be established in the permt only
through the permt issuance, permt renewal, or significant
permt nodification process. Were they are approved and
upon their incorporation into the permt, the source nust
then use these procedures, as applicable, to determne if
subsequent changes qualify for advance approval w thout need
for permt revision under the change managenent strategy.

The EPA intends to issue additional guidance to informthe
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devel opnent, review, and approval of such ROPs during the
permtting process.

For exanple, the MACT rul e does not give exact
procedures or fornulae for cal cul ati ng wast ewat er
characteristics needed to determ ne control requirenents.
Instead, the rule states that HAP concentrations in
wastewater are to be determ ned based on testing, know edge
of the wastewater stream (using a nass bal ance approach or
one relying on published water solubility data), or bench-
scale or pilot-scale testing (see section 63.1257(e)(1)).
To explain the devel opnent of ROPs to address this
requi renent, a nore specific situation nust be descri bed.
Suppose that the process inprovenent project above includes
an extraction that was not previously part of the process,
resulting in a new wastewater stream which the owner/
operator wi shes to treat using an existing steam stripper.
In order to create the necessary ROP for determ ning the
wast ewat er characteristics of streans, the owner/operator
must first establish a nethodology to determne this for the
baseline scenario. During the initial conpliance
denonstration/permtting process, the owner/operator in this
exanpl e woul d do so by proposing to determ ne the
concentration of a partially soluble HAP in the aqueous
phase of an extraction when a single organic conmpound is

present by assum ng that the concentration will be at the
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maxi mum possi bl e val ue based on the solubility value found
in standard reference texts. This procedure, along with the
bat ch description and the nunber of batches to be produced
each year, provides a ROP for determning the charac-
teristics of the extraction step wastewater stream (i.e.,
HAP concentration and annual HAP | oad). After approval by
the permtting authority, the ROP can be used for new or
nodi fied extracti on wastewater streans to characterize the
stream and to determ ne whether the streamis subject to
treat nent under the MACT standard per
section 63.1256(a)(1)(i). [Note that this ROP would apply
only when a single organic conmpound is present. A separate
ROP woul d have to be devel oped and applied in other cases.]

In addition to this procedure, the owner/operator nust
al so establish a replicable procedure to conpare the
wast ewat er characteristics associated with a change to the
wor st - case capabilities of the treatnment unit. Accordingly,
the appropriate operating paranmeter and the trigger |evel
necessary to assure conpliance with the standard nust be
established in the permt. The owner/operator may wi sh to
establish nore than one such trigger level to allow steam
stripper operating paraneters to be varied according to the
ability of the treatment unit to treat different streans
being routed toit. In this exanple, assune that an

existing process at the facility uses nethyl ethyl ketone



184
(MEK) and generates an affected wastewater streamw th
125, 000 ppm MEK (based on the published solubility of MEK in
water). Published data show that the Henry’'s Law Const ant
for MEKis 4.36 x 10° atnignole/n?. Assune further that the
initial steam stripper conpliance denonstration for MEK
renmoval indicated that a liquid/vapor (L/V) ratio of 12.7
and an average steam feed of 2,900 pounds per hour (not to
fall bel ow an instantaneous m ni num of 2,300 pounds per
hour) are required to achi eve conpli ance.

Next, assunme that a second existing process at the
facility uses N, N-Di net hyl anal i ne (DMA) and generates an
affected wastewater streamw th 16, 000 ppm (based on the
publ i shed water solubility for DMA). Published data show
that the Henry's Law Constant for DMA is 1.75 x 10°% atm
gnol e/ n¥. Assune further that the initial steam stripper
conpliance denonstration for DVA renoval indicated that an
L/V ratio of 10.0 and an average steamfeed of 3,100 pounds
per hour (not to fall bel ow an instantaneous m ni nrum of
2,400 pounds per hour) are required to achi eve conpliance.

The Henry’s Law Constant is a neasure of the partition
of a compound between air and water (i.e., the
“strippability” of the conpound). Thus, based on the
conpl i ance denonstration results above, the owner/operator
coul d propose, and the permtting authority approve, the

conditions below for inclusion in the title V operating
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permt to assure conpliance with subpart GGG for new and
nodi fi ed wastewater streans routed to the steam stri pper
Note that these conditions would apply only to partially
soluble HAPs wth Henry’s Law Constants equal to or greater
than that of DMA. O her provisions would have to be nade
for soluble HAPs and for partially soluble HAPs with | ower
Henry’' s Law Constants, or the source would have to undertake
a permt revision to address new streans contai ni ng HAPs of
t hese types.

1. Wen the steamstripping unit is receiving
wast ewat er containing one or nore partially soluble HAP (and
no sol uble HAPs) and the | owest Henry’'s Law Constant for any
of the HAPs is greater than or equal to 1.75 x 10° atnf
gnol e/ n? but less than 4.36 x 10° atm gnole/n?, the
stripper will maintain a maximum L/V ratio of 10.0 and an
average steam feed of 3,100 pounds per hour (not to fal
bel ow an i nstantaneous m ni num of 2,400 pounds per hour).

2. \When the steam stripping unit is receiving
wast ewat er containing one or nore partially soluble HAP (and
no sol uble HAPs) and the | owest Henry’'s Law Constant for any
of the HAPs is greater than or equal or 4.36 x 10° atnl
gnol e/ n¥, the stripper will maintain a maximumL/V rati o of
12.7 and an average steam feed of 2,900 pounds per hour (not
to fall bel ow an instantaneous m ni num 2, 300 pounds per

hour) .
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To illustrate the change managenent strategy for the
wast ewat er requirenments, assunme in this exanple that a new
extraction step will use nethylene chloride which is |isted
as a partially soluble HAP in Table 2 of subpart GGG  Using
t he operating procedure already approved in the title V
permt, the owner/operator determ nes that the new
extraction step will generate a wastewater streamw th
20, 000 ppm net hyl ene chl ori de (based on the published
solubility of nethylene chloride in water) and an annual
| oad of nore than 1 Megagram per year (based on the process
“reci pe” and nmaxi mum possi bl e production rate or as limted
by permt conditions). Thus, the new wastewater streamis
subject to treatnment under the MACT standard pursuant to
section 63.1256(a)(1)(i)(A). Published data show that the
Henry' s Law Constant for nethylene chloride is
2.68 x 102 atm gnole/nf. Since the Henry's Law Constant is
greater than 4.36 x 10° atm gnol e/n?, this stream can be
di scharged to the existing steam stripper provided the
stripper is operated within the operating paraneter trigger
| evel established in the permt [i.e., maintaining a maxi mum
L/V ratio of 12.7 and an average steam feed of 2,900 pounds
per hour (not to fall bel ow an instantaneous m ni nrum of
2,300 pounds per hour)].

Based on this analysis, the new extraction step can be

controlled by the steam stripper to assure conpliance with
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the MACT standard and the change can be instituted without a
permt revision. The owner/operator shall maintain in the
on-site log records of all the procedures used (including
the characterization of the new wastewater stream the
determ nation that the streamis subject to treatnent under
subpart GGG and the conparison with the stripper's two-
| evel Henry’s Law Constant cutoffs) and the process and
treatnment unit paraneters needed to verify ongoing
conpliance (including when the process change was
instituted, when the nodified process is in operation, how
the wastewater streamis controlled, and the L/V ratio and
average steamfeed rate for the stripper). Moreover, the
permt shall require the recordation in the | og of
additional applicability and conpliance information, as
necessary to assure conpliance with subpart GGG

b. Additional considerations. Additional options are

avai lable to permtting authorities designing flexible

title V permts to acconmmpdate, w thout permt revision,

em ssions changes controlled by a condenser. |Instead of
requiring that all changes affecting em ssions nust neet the
MACT st andard under constant operation of an existing
condenser at worst-case conditions, a permtting authority
may issue permts where the condenser may be operated at
different tenperatures correlated to actual em ssions

profiles. Permts (through their terns which incorporate
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subpart G35 w il already contain the replicable neans to
cal cul ate em ssions profiles for process changes and the
condenser exit tenperatures required to control them The
Agency may expl ore devel opnent of sim |l ar approaches for
ot her control devices, but recognizes that any such
approaches before being incorporated into the permt would
have to: (1) be calibrated in the field for a particular
site; (2) neet rigorous tests to denonstrate scientific
credibility, replicability, and practical usage; (3)
ultimately assure conpliance with subpart GGG and all ot her
rel evant applicable requirenents; and (4) be eval uated by
EPA to determ ne whether such an approach is possible for
ot her control devices.

New control devices are, in general, not preapproved
and their operational limts nmust be the subject of a permt
revi sion which incorporates this information into the
title V permt. The Agency, based on its ongoing efforts to
assure conpliance, has found that the proposed new contr ol
devi ces nust be subject to a prior site-specific evaluation
by a reviewing authority in order to assure that the control
device is adequately sized and that reasonabl e assunptions
were used related to its performance. This general limta-
tionis not related to change managenment except where the
addi tion of new productive capacity (e.g., a new process

usi ng new process equi pnment) would require control capacity
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beyond that previously approved in the permt. Currently,
the only exception to this Iimtation under the change
managenent strategy involves the preapproval of certain new
condensers. Here the permtting authority may advance
approve new condensers but only to the extent that they are
i ke-kind replacenments for those currently approved in the
permt or are specifically identified froman inventory of
preapproved, existing (but not currently in-service) devices
at the facility.

Wth respect to Leak Detection and Repair (LDAR) work
practice standards under subpart GGG changing to a new
process or nodi fying an existing one would not affect the
content of the title V permt. These LDAR requirenents
apply broadly across a site as a work practice standard to
the fugitive em ssions of nmany types of equi pment conponents
at a facility. This equipnent typically includes punps,
pressure relief devices, valves, and connectors, which
typically nunber in the thousands at pharnmaceuti cal
facilities. The individual conponents subject to the LDAR
requi renents do not need to be specifically listed in a

facility's title V permt.?

2The rule’s LDAR provisions apply to significant
nunbers of em ssions units, and typically do not involve
different em ssions control |evels for equi pnment conponents
subject to LDAR requirenents. The LDAR requirenents
typically are witten as a set of work practice standards
that either apply to a piece of equi pnent or do not apply.
To ensure that an affected source properly identifies those
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Instead, the title V permt shall contain a general
identification in the title V permt of the equi pnent
covered and the associ ated conpliance obligations that wl|
suffice to assure conpliance with the LDAR requirenents.
Accordingly, a separate up-to-date |list of affected
equi pnent conponents nust be maintained as required by the
extensive LDAR record keeping provisions. Gven that no
specific list of conponents is required in the permt, and
the permt shall conprehensively cover the equi prment
conponent types subject to LDAR requirenents, the content of
the permt wll be unaffected by changes to such conponents
that occur in the course of introducing a new process or
nmodi fyi ng an exi sting one.

Finally, the pronmulgated rule features alternative
standards for any process vent and storage tank em ssions
sources that are ducted to control devices. These
alternative standards require achieving a specific total
organi c carbon (TOC) concentration of 20 ppnmv and a

concentration of hydrogen halides and hal ogens of 20 ppnv

pi eces of equi pnment subject to the LDAR requirenents under
subpart GGG, the regulation is including a requirenent to
mai ntain a separate list of affected equi pnent conponents
within the LDAR record keeping provisions. For these
reasons, and because the LDAR requirenents apply to so many
equi pnent conponents at pharnaceutical facilities, the
Agency believes it is appropriate not to require the

i ndi vi dual conponents to be specifically listed in the
title V permt for these facilities.
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fromthe outlet of control devices. Sources using these
alternative conpliance options are likely to reduce
significantly (particularly where a single control device
services nultiple processes using nondedi cat ed equi pnent)
the required record keeping and reporting and to sinplify
t he change nanagenent strategy. For exanple, a source could
specify processes (which do not emt hydrogen halides or
hal ogens), each of which vents to a carbon adsorption bed
docunented to achieve 20 ppnv TOC. In this case, several of
the permt elenents inplenenting the previously descri bed
change managenent strategy could be elimnated (e.qg.,
provisions related to the menu of conpliance options and
suitabl e control devices, and the nonitoring of paraneter
val ues), and nmuch of the record keeping could be reduced to
tracki ng which processes are routed to the conmmon control
device and nonitoring TOC outl et concentrations to show
conpliance with the 20 ppnv standard. However, other
nmonitoring and record keeping requirenments (e.g., flowrate
maxi mum t hrough the control equi pnrent) may be needed in the
permt to address periodic nonitoring or conpliance
assurance nonitoring and non- MACT applicabl e requirenents
(e.g., mnor NSR) which Iimt the total atnospheric |oading

fromthe source.
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3. Legal Consi derati ons

The managenent of change strategies set forth in this
preanbl e represent the Agency’ s effort to devise an
i nnovative approach to deal wth the frequent process
changes that take place at pharnmaceutical manufacturing
facilities without the need for equally frequent revisions

to their permts. The strategies rely upon a nunber of

factors (see section VI.L.4. Supporting Rationale for

Reconmmended Strategy) that, while perhaps not unique in this

i ndustry and in subpart G35 are specific to it, and the
Agency is uncertain whether and to what extent they may have
application in other contexts. These factors underlie the
Agency’s present belief that the change managenent strategy
inits practical application will assure conpliance with
subpart GGG through title V permts, and satisfy the
obj ectives of part 70 and title V of the Act.

Thi s approach is frankly an experinental one. Although
EPA believes that the legal interpretations upon which the
Agency is relying are consistent with the Cean Air Act and
exi sting reqgul ati ons, sone aspects of this approach strike
out in new and untried directions. |In effect, EPAis
conducting a pilot programto denonstrate whether permts
t hat all ow changes under subpart GGG can be nade:
(1) without permt revision or 7-day advance notification

under section 502(b)(10); (2) based on the source’s
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application of clear, sinple definitions and ROPs; and
(3) whil e contenporaneously being recorded in detail ed
operating logs. The EPA will therefore be testing its
belief that such an approach will be practicably
enforceable, wll assure conpliance with the
st andar d—ebt ai ning the em ssions reductions required by the
standard, and will satisfy the objectives of title V of the
Act .

The 40 CFR parts 70 and 71 provide for the
establishment in title V operating permts of terns and
conditions for reasonably antici pated operating scenarios at
a source.® A source may then preapprove alternative
operating scenarios in its permt and swtch anong these
scenari os in response to operational demands, w thout
obtaining a permt revision to account for the previously
approved new operating scenarios and their different
applicable requirenents. Al title V permts, including
those inplenenting alternative scenarios, nmust contain terns
and conditions sufficient to assure that each operating

scenario wll conply with all applicable requirenents and

%Because part 71 addresses alternative operating
scenarios in the sane fashion as part 70, the Agency

believes that part 71 is equally anenable to the managenent
of change approach described in this section. For ease of

di scussion, this section will refer to the rel evant

provi sions of part 70 in discussing the nanagenent of change
approach. The EPA intends, however, that the part 70

di scussions in this section should have equal force and
application to the correspondi ng provisions of part 71.
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will nmeet the requirenents of part 70. Pursuant to
section 70.6(a)(9), the source nust identify such scenarios
inits permt application and the permtting authority nust
approve the scenarios for inclusion in the permt. The
permt terns and conditions necessary to inplenent the
alternative operating scenarios nust also require the source
to record contenporaneously in an on-site log the scenario
under which it is operating, upon changing fromone scenario
to another. The contenporaneous record of the present
operating scenario that the source maintains on-site serves
to docunent for inportant inspection and enforcenent
pur poses that the source is in conpliance with the source’s
permt ternms and conditions.

The determ nation of when alternative scenarios are
“reasonably anticipated’” and woul d neet the requirenments of
section 70.6(a)(9) is not anenable to a rigid legal formula
that can dictate through general guidance what types of
permt ternms and conditions wll ensure that a source’s
future operations conply with these requirenents. |nstead,
there nmust be | egal and practical considerations that inform
this determnation within EPA s reasonably broad di scretion
to do so. The Agency has identified certain prelimnary
| egal boundary considerations and conditions for
i npl ementi ng reasonably antici pated operating scenarios to

meet subpart GGG pending further experience with pil ot
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projects and permts and further guidance or rul emaking on
t he subject.

The structure and nature of title V permtting wll
determ ne how permt ternms and conditions may be devel oped
to reasonably anticipate alternative operating scenari os.
The part 70 regul ati ons govern the content requirenents for
permt applications and permts in section 70.5 and 70. 6,
respectively, and these sections will govern how reasonably
anticipated alternative operating scenarios nust be
addressed in permt applications and permts as well. For
exanple, all part 70 permt applications nust contain
information “for each em ssions unit at a part 70 source,”
whi ch includes a description of the source’s processes and
products for each alternate scenario identified by the
source [sections 70.5(c) and (c)(2)]. Section 70.6(a)(9) in
turn makes clear that a source nust identify inits
application each reasonably antici pated operating scenario
for which it intends to include permt terns and conditions.

Al ong the sanme |ines, section 70.6 requires that al
part 70 permts include em ssions limtations and standards,
nmoni toring, record keeping, reporting, conpliance and ot her
requirenents to assure conpliance with all applicable
requi renents. Section 70.6(a)(9) again nakes clear that the
permt ternms and conditions governing alternative scenarios

must neet these requirenents. Applicable requirenents
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generally fix a source’s conpliance obligations on an
em ssions unit or activity, control equi pnent, process, or
conbi nation thereof. Permtting alternative scenarios
requires the ability to reasonably anticipate future
em ssions units, future operational details, and the
conpliance obligations under each applicabl e requirenent
associ ated with each operational state, as necessary to
assure conpliance with each applicable requirenent.

The permt terns and conditions governi ng each
alternative operating scenario nmust assure conpliance with
all part 70 and applicable requirenents at all times. This
means that the permit terns and conditions nust assure
conpliance with all relevant requirenents at the tinme of
initial permt issuance and at the tinme that changes to
alternative operating scenarios are undertaken in the
future. Upon a source’s change from one operating scenario
to another, the terns and conditions of the permt nust
continue to fully and accurately reflect the source’s
conpliance obligations under all requirenents applicable to
the change. |If a source changes to an operating scenario
that was not provided for inits permt, or if a change
undertaken by a source triggers conpliance obligations that
are not fully and accurately reflected in the permt, then
t he source would be subject to the permt revision, permt

reopeni ng, or section 70.4(b) notification provisions, as
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appl i cabl e, under the part 70 regulations prior to making
t he change.

The permtting of established operating scenarios at a
part 70 source that are fully known, identified and expected
is straightforward. Such situations are accounted for in
part 70 permts through terns and conditions that specify
the em ssions units and activities, provide required
citations to applicable requirenents, and supply the
additional range of permt provisions required in a conplete
title Vpermt. Reflecting current equi pnent and
activities, existing operating configurations, and presently
applicabl e regulatory requirenents, these operating
scenarios present no difficulty to incorporating into an
operating permt sufficient terns to neet the permt content
requi renents of part 70.

The preapproval and permtting of reasonably
anticipated alternative operating scenarios i s sonewhat
different in that their associated em ssions units and
activities, operational configurations, and applicable
requi renents may not be known with the same specificity as
previously established operating scenarios. Nonetheless, in
order to be included in the permt as alternative operating
scenari os, the source nust provide sufficient specificity
for those scenarios to allow the permtting authority to

determ ne the applicable requirenent(s) and establish permt
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terms and conditions assuring conpliance with those
applicable requirenents and the requirenents of part 70.
The EPA believes that it is a reasonable interpretation of
section 70.6(a)(9) to require only that permt terns and
condi tions reasonably anticipate the em ssions units and
activities, operational configurations, conpliance
obligations, and other relevant information associated with
each alternative operating scenario, so long as the permt
terms and conditions assure conpliance with rel evant
applicable requirenents at all tinmes. Conversely, there may
be new or different requirenents that attach to an operating
scenario at the time that the source changes to that
scenario, or other material differences fromthe permtted
operating scenario may have arisen, such that the change and
its regulatory requirenents are not covered by the permt.
If the permt does not reflect those requirenents because
they were not previously established, then the source, as
provi ded for under the part 70 regul ation, nust account for
all requirenents applicable to that operating scenari o,
whet her through a permt revision or advance notification or
in response to a permt reopening.

The permt ternms needed to approve alternative
operating scenarios to assure conpliance with all applicable
requi renents and to be reasonably anticipated may, in

general, be expected to vary by source category, the
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different types of em ssions units and operating scenari os
present at sources, and the inherent uncertainty of
predicting future operating conditions and market demands.
In particular, the authorizing permt limts mght vary
based on several factors which primarily include, but are
not necessarily limted to: the types and specific terns of
the applicable requirenent(s); the conplexity of the
facility; whether the type or quantity of em ssions wll
change wi dely; whether different pollution control devices
will be needed; the ability of the permtting authority to
devel op practicably enforceable permt terns for alternative
scenarios and to define the limtations of the control and
nmoni t ori ng approaches; the potential for future technol ogy
advances (where such advances are |inked to the nature of
the applicable requirenents); and the presence of discretion
in determning the applicability and/or the conpliance
status of the change. These factors are not al ways present,
are often interdependent, and can range widely in their
ability to affect whether conpliance with the applicable
requi renents can be assured and whether operating scenarios
can be reasonably antici pated.

Because permt terns and conditions for reasonably
antici pated operating scenarios inplenenting subpart GGG
w Il be based in part upon ROPs that are designed to yield

site-specific conpliance details at the time of a change,
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EPA bel i eves these procedures nust be capabl e of yielding
the identical conpliance details, such as conpliance
triggers for nonitored control device paraneters, whether
applied by the source, permtting authority, EPA or nenber
of the public. Thus, the permt ternms and conditions which
i ncor porate such procedures will produce predictable and
certain conpliance results at the tinme of a change.

The EPA is testing this approach to determine in
practice the appropriateness of allow ng pharmaceuti cal
facilities to determ ne the specific conpliance
obligation(s) under subpart GGG that apply to a particul ar
process change through reliance on the standard’ s ROPs and
ROPs that gained earlier approval through the permtting
process. The formof the ROPs in subpart GGG and the nature
of pharnmaceuti cal manufacturing operations, in conjunction
with the other safeguards and features of the change
managenent strategy, are central to the Agency’s w llingness
to conduct this pilot strategy here.

A source’s conpliance with permt ternms and conditions
for reasonably antici pated operating scenarios based upon
properly inplenenting ROPs derived fromsubpart GGG w || be
“deenmed” conpliance with the applicable requirenent for
section 70.6(f)’s permt shield only to the extent that the
source applies the procedures correctly. Wiile permtting

authorities may extend the permt shield to the permt terns
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and conditions of each alternate operating scenario
i npl enenting subpart G35 assumng the State program has a
permt shield provision and assumng it is applied in the
permt consistent with section 70.6(f), part 70's permt
shield may not extend to on-site inplenentation |ogs
requi red by section 70.6(a)(9)(i). Like section 502(b)(10)
changes, nost admnistrative permt anendnents, and MPMs
that do not undergo prior public review [see
sections 70.4(b)(12)(i)(B), 70.7(d)(4) and 70.7(e)(2)(vi)],
the part 70 permt shield may not extend to an
i npl ementation | og that has failed to undergo prior public
review. Nor may the shield extend to the outcones of ROP
equations, applicability or nonapplicability determ nations,
or other conpliance determ nations recorded only in the
OSIL. Wile a source will be required to use the
i npl ementation log to foll ow conpliance triggers that
i npl enent the permt and one or nore applicable
requirenents, the permt shield is not available to deemthe
source’s conpliance with those conpliance triggers to be
conpliance with the permt or the applicable requirenent.

In addition to permtting authority review, part 70
permts are subject to public and EPA review to ensure that
the permt ternms and conditions assure conpliance with al
applicable requirenents and the requirenents of part 70. An

essential consideration in determ ning whether permt terns
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and conditions reasonably antici pate operating scenarios is
whet her the permt provides sufficient information and
opportunity for the public and EPA to determ ne and comment
in a neani ngful fashion whether the terns and conditions of
reasonably antici pated operating scenarios neet, and wll
continue to neet, all applicable requirenments (including
t hose of subpart GGG and part 70 requirenents.

Permt terns and conditions reflecting alternative
operating scenarios, like all part 70 permt terns and
conditions, are subject to the possibility of EPA objection
and public petition under section 505(b) of the Act. In
addition, operating permts are subject to the possibility
of reopening by permtting authorities or EPA under
sections 502(b)(5) and 505(e) of the Act. Permt terns and
conditions of alternative operating scenarios that fail to
reasonably antici pate future operating scenarios, em ssions
units and activities, and their associ ated conpli ance
obligations may be subject to EPA objection, public
petition, or reopening for cause. Failure by permtting
authorities to submt information necessary for the public
and EPA to review proposed permts adequately constitutes
grounds for an EPA objection under section 70.8(c)(3)(ii),
but information necessary for the review of alternative
operating scenarios should be guided by the principle that

permt ternms and conditions nust reasonably, but not
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perfectly, anticipate alternative operating scenari os.
(Not e, however, that the permt and any alternative
operating scenarios nust fully and accurately govern changes
that a source believes to be pre-approved at the tinme of the
change, or else the part 70 permt revision, permt
reopeni ng, or 502(b)(10) notification provisions, as
applicable, nust be followed prior to making the change.)

Section 70.6(a)(9) affords permtting authorities the
[atitude to inpose permt terns and conditions to assure
that alternative operating scenarios neet all applicable
requi renents and the requirenents of part 70. Such terns
and conditions may go beyond conpliance obligations strictly
i ncorporated from applicabl e requirenents being inplenented
pursuant to the alternative scenario. For exanple, in order
to assure conpliance with an applicable requirenent or
part 70, a permtting authority may determne that it is
necessary to i npose additional safeguards for alternative
scenari os, such as requiring new em ssions units or
em ssions units operating under different scenarios to be
routed to a common, existing control device with preapproved
capacities and operating paraneter limtations. A permt
m ght al so require additional nonitoring, record keeping, or
reporting, or require that the source undertake a permt
revi sion should future changes deviate materially fromthe

reasonably antici pated scenarios in a manner that
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j eopardi zes the permt’s ability to neet all part 70 and
applicable requirements. Finally, the permtting authority
may require additional details and conpliance information in
the source’s on-site log to ensure that the record of the
source’s current operating scenario, in conjunction with the
permt ternms and conditions, assures conpliance with al
requi renments in a manner that serves inportant conpliance,
i nspection, and enforcenent purposes. If the permtting
authority determ nes that these additional safeguards are
necessary for an alternative operating scenario to assure
conpliance with one or nore applicable requirenents, the
permtting authority need not approve the alternative
scenario in the permt wthout such neasures.

The preceding | egal considerations apply in general to
al ternative operating scenarios inplenenting subpart GGG
It is also inportant to distinguish further anong categories
of alternative operating scenarios, on the basis of whether
new versus existing process equi pnment or control devices are
i nvol ved, and on the basis of the specificity of the
equi pnent identification, operational configurations, and
I i nkages to applicable requirenents in the permt. O the
three categories of alternative operating scenarios
descri bed bel ow, the Agency is prepared to test the
appropri ateness of the second and third approaches under

section 70.6(a)(9) for purposes of inplenenting subpart GGG
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First, there are alternative operating scenarios for
existing emssions units and activities at a part 70 source,
covering specifically identified operational states or
configurations for specified emssions units. Inits
sinplest form this category is exenplified by an em ssions
unit such as a fossil fuel-fired boiler that has two fuel
burni ng options, which are each subject to a different
applicable requirenment with different nonitoring
obligations. The task of reasonably anticipating the terns
and conditions of an alternative operating scenario such as
this is furthered by the relative ease of specifying the
em ssions unit and its activities, operational
configurations and conditions, and associ ated applicable
requi renents. A source’ s past operating experience as well
as future operational certainty, founded upon existing
em ssions units and activities, wll make permtting of such
alternative scenarios nore |ike the task of permtting a
source’s current operating scenario.

The second category of alternative operating scenari o,
being tested to inplenent subpart G35 covers the
conbi nati on and reconfiguration of existing em ssions units
and control devices in alternative operational states and
configurations that are not specifically identified in the
permt. As described in greater detail in section VI.L.2.a

Ceneral Strategy for Change Managenent, a permt nenu of
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alternative operating scenarios may be constructed to govern
only the subpart GGG conpliance obligations of process
equi pnent and control devices specifically identified in the
permt. |If a change to an alternative operating scenario
preapproved in a permt nenu involves only the
reconfiguration of existing, permtted em ssions units or
control devices, and the change remains within the capacity
of an approved control device to which it is routed; if
subpart GGG s provisions governing that change are limted
to ROPs; and if the other criteria of the change nmanagenent
strategy are satisfied (including the contenporaneous
recordation of conpliance information in the OSIL), then EPA
iswlling to test whether such an approach will assure
conpliance wth subpart GGG through title V permtting.
Wiile this approach will not specify future applicability
determ nations and establish the specific conpliance
obl i gations of particular process configurations to the sane
degree as the first category of alternative operating
scenari os, EPA anticipates that the approach wll
nonet hel ess assure conpliance with subpart GGG and ot herw se
nmeet the requirenents of part 70.

The third category of alternative operating scenario,
again tested in this pilot permtting approach to
subpart GGG covers new en ssions units and condensers that

are not in service at the tine the operating scenario is
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established in the permt, but that nay be preapproved (wth
respect to subpart GGG requirenents) in two circunstances
only. First, the permt may preapprove future |ike-kind
em ssions units or condensers that wll replace retired
em ssions units or condensers w thout increasing permtted
capacity. Second, the permt may preapprove specifically
identified, on-site surplus processing equi pnent that may
replace retired equi pnent or augnment in-service equipnment by
i ncreasi ng production capacity. The Agency believes that it
is aviable interpretation of the existing section
70.6(a)(9) to allow alternative operating scenari os
i npl enenting today’s standard to include permt terns and
condi tions approving in advance these categories and usages
of new em ssions units and condensers that wll be subject
to subpart GGG if they neet the criteria discussed earlier
in section L. 2. a.

The EPA, in August 1994, proposed to allow use of the
concept of alternative operating scenari os under
section 70.6(a)(9) to provide advance approval to construct
and operate new or nodified units subject to NSR and
section 112(g) (referred to as "advance NSR').
(59 FR 44460, 44472, Aug. 29, 1994). Under this proposal,
advance NSR woul d have allowed permtting authorities to
establish the applicable NSR or section 112(g) requirenents

before a reasonably antici pated project or class of projects
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was constructed or nodified, and then include that project's
requirenents in the part 70 permt for the facility. As a
result, the project would be "preapproved" by the permtting
authority, wthout the need for a later part 70 permt
revision since the part 70 permt would already contain the
rel evant construction and operation requirenents for the
proj ect.

I n August 1995, EPA further clarified its advance NSR
proposal by proposing to add a definition of advance NSR to
section 70.2, and by explaining that, in EPA's view, a
change subject to an advance approval scenario would not be
a change under section 502(b)(10) of the Act (60 FR 45530,
45544- 45, Aug. 31, 1995). Rather, it would constitute a
switch to an alternative operating scenari o under
section 70.6(a)(9). As the 1995 preanble noted, this
interpretation would have two advantages. First, it would
all ow the use of advance NSR for title | nodifications, and
avoid the imtation that changes nmade under
section 502(b)(10) cannot be title | nodifications. Second,
and nore inportant, the 7-day advance notification under
section 502(b)(10) which attaches to each change nade under
that section would not apply to changes under the advance
NSR approval. Consequently, where the State operating
permt programallows for advance approval, and the

permtting authority approves an alternative scenario



209
cont ai ni ng advance approval, the part 70 permt could allow
a source to nmake the approved change w thout an advance
notice or a part 70 permt revision.

Al t hough the Agency has not finalized revisions to the
part 70 regul ations to adopt the proposed anendnments to
sections 70.2 and 70.6(a)(9) discussed above, the Agency is
prepared to interpret the existing part 70 regul ations for
pur poses of the change managenent strategy for subpart GGG
approach to enable alternative operating scenarios to
enconpass advance approvals in the limted manner descri bed
inthis notice. |In other words, for purposes of the
approach described in this section, EPA believes that it is
a reasonable interpretation of existing section 70.6(a)(9)
to cover the advance approval of the categories of new
process equi pment and condensers described in this notice,
within the scope of alternative operating scenarios that may
be included in part 70 permts. The concept of “reasonably
antici pated operating scenarios” is expansive enough to
enconpass not only existing equipnment that nmay operate under
a different operating scenario reasonably anticipated to
occur, but also to enconpass new equi pnent that repl aces
permtted equi pnent (w thout increasing permtted capacity),
and new surplus equipnment that is on-site and specifically

identified and pre-approved in the permt.
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The Agency is prepared to advance these interpretations
under the current regulations prior to any final action on
the part 70 revisions that m ght adopt the proposed
amendnents, for purposes of inplenenting subpart GGG t hrough
the pilot approach for the change managenent strategy
described herein. This interpretation may not be relied
upon for purposes of inplenmenting applicable requirenents
ot her than subpart GGG through title V permts. The EPA may
extend this interpretation to other applicable requirenents,
however, in the context of an individual permtting pilot
project in order to facilitate the devel opnent and
eval uation of the change managenment strategy, along with
other flexible permtting opportunities, for the
phar maceuti cal industry. The policies set forth in this
section are intended solely as guidance for purposes of
i npl enenting subpart G35 do not represent final Agency
action, and cannot be relied upon to create any rights
enforceabl e by any party.

O her changes that a pharnmaceutical facility undertakes
that inplicate subpart GGG requirenments and that are not
preapproved in the permt through the change managenent
strategy or ordinary alternative operating scenarios, mnust
be accounted for through part 70's permt revision or
section 70.4(b)(12) or (b)(14) notice procedures, as

appropriate. Such changes woul d i nclude, but are not
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necessarily limted to: changes anong permtted, in-service
equi pnent invol ving subpart GGG s provisions governing the
change that are not limted to ROPs; changes that would
exceed the performance capabilities or capacity limtations
of approved control devices; changes involving the addition
of new em ssions units or control devices (including any
control device other than condensers) that have not been
approved pursuant to the categories discussed in
section L.2.a; and other changes that are not otherw se
preapproved in the permt. Finally, of course, changes that
inplicate applicable requirenents other than or in addition
to subpart GGG nust be addressed in the manner required by
the part 70 regul ations.

In the proposed revisions to part 70 in August 1995,
60 FR 45530, EPA proposed an expeditious permt revision
process for the incorporation of requirenents that woul d not
need source-specific tailoring. The process was referred to
as "notice-and-go," since the source could operate the
change as soon as it submtted a notice to the permtting
authority, and would not need to wait for review or approval
of the change by the permtting authority. The EPA further

el aborated on the concept in a Federal Register notice

announcing the availability of its May 14, 1997 draft fi nal
revisions to part 70, published on June 3, 1997,

62 FR 30289, where the process was called “notice-only.”
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As currently envisioned, the process would be avail abl e
for changes that are: (1) subject to requirenments taken
directly fromthe applicable requirenent; (2) where there is
no creation of any source-specific requirenents; and (3) the
permtting authority allows the change to take place w thout
the need for its review or approval. For exanple,
incorporation into the permt of a conpliance option
specified in a MACT standard woul d be eligible for
noti ce-only procedures, but the establishnment of
source-specific paranmeter ranges for nonitoring the
performance of a control device would not be eligible. The
installation of a degreasing unit subject to the hal ogenated
sol vent cl eaning MACT standard under subpart T of Part 63
woul d also be eligible, if the facility elects to neet the
standard t hrough one or nore of the conpliance options
specified in the MACT standard. This change woul d be
eligible for the notice-only process because the permt
terms that apply to the change woul d be taken straight from
t he underlying requirenent, and there would be no need to
add nonitoring requirenents.

In the May 1997 draft, EPA would have required the
source to certify conpliance in the notice with al
applicable requirenents that apply to the change (in the
case of subpart GGG for exanple, a new unit being added).

This certification requirenent helps offset the | ack of
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review by the permt authority prior to operation of the
change, since a source nmaking a false certification wuld be
subject to penalties, or to crimnal fines in the case of a
knowi ng violation. There would also be no permt shield
avai l able for “notice-only” changes, so if a source failed
to identify one or nore requirenents that apply to a new
unit, the requirenments are nonethel ess applicable, and the
source woul d be liable for any violations of applicable
requi renments to which the change i s subject.

The Agency anticipates that the notice-only category of
the third tier of the part 70 revisions, if adopted as
presently concei ved, would acconmpdate the application of
subpart GGG requirenents to new process equi pnent and
control devices through part 70 permt revisions. Part 70
permts inplementing subpart GGG t hrough the managenent of
change approach described in today’s notice likely wll have
establ i shed source-specific requirenents for existing
control devices in the initial permt. The purpose of the
notice-only procedures would be to revise the permt so as
to identify new process equi pnent or control devices being
added at the source, and to match up rel evant permt
requi renents that apply to the new units. As noted at the
outset of this section, however, it still may be necessary
to address the consequences of a particular change rel ative

to other relevant applicable requirements that may attach to
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t hat change. Thus, changes nust be eval uated under the
part 70 permt revisions to determ ne what |evel of permt
revision mght be required to address other regulatory
consequences of the change.

4., Supporting Rationale For Recommended Strateqy

a. Overview. The EPA has initiated this pilot
permtting strategy for subpart GGG based upon a prelimnary
view that the recomended approach will satisfy
section 70.6(a)(9)’ s expectations for “reasonably
anticipated” alternative operating scenarios, and conport
with title Vs mandate that operating permts assure
conpliance with applicable requirenents. 1In general, the
Agency bel i eves the change nmanagenent strategy neets these
criteria by relying upon the basic design and provisions of
subpart GGG the additional requirenents under the policy
for permts to contain terns that assure the proper
identification and conpliance of all alternative operating
scenarios covered by the strategy; and the title V permt
i ssuance, significant permt nodification, or renewal
processes, along wwth quarterly reporting to permtting
authorities, to afford neani ngful opportunities for the
permtting authority, EPA, and the public to reviewthe
strategy proposed by a source, and oversee its

i npl enmentation, for a particular |ocation.
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Not wi t hst andi ng t hese provisions and protections, the
Agency is recommending that permtting authorities use the
change nmanagenent strategy only on a trial basis, and only
W th respect to subpart GGG The EPA notes that the need to
mat ch that changes in em ssions correctly to their
appl i cabl e subpart GGG requirenents is central to the
pur pose of section 70.6(a)(9). As a critical first step,
certain key definitions (e.g., process vent, process) and
other rule provisions nmust be interpreted by EPA or the
permtting authority in the permt process before applying
the relevant ROPs. The ROPs then objectively size and sort
em ssions changes relative to their subpart GGG obligations
and assure conpliance in part by routing the new em ssions,
as appropriate, to a control device with sufficient
capacity. Use of these definitions and regul atory
provi sions could be open to interpretive disputes and
m sapplication of the standard. However, due to several
factors (including the honbgeneity of process equipnment in
the industry, the high accuracy with which em ssions
resulting fromchanges can be characterized, the existence
of ROPs for determ ning em ssions and the effects of
em ssions controls, and the validation of a source’ s use of
the relevant definitions, regulatory provisions, and ROPs
during the title V permt process), EPA believes that there

is a sufficiently low probability that sources will make
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errors in applying these definitions and provisions during
the inplenentati on of the change managenent strategy.
Accordingly, the Agency will determ ne on the basis of
enpirical results whether this strategy needs additional
protections, whether it is an appropriate approach to
permtting, and/or whether and on what basis it can be nade
avai l able to a broader range of sources and standards.

b. Detailed Rationale. Subpart G3Gis a process-based

standard whi ch has been carefully designed to provide the
framewor k needed by the change managenent strategy to
establish the preapproved famly of alternative operating
scenarios for reconfiguration of existing process equi pnment
and to define the conpliance obligations of operating
scenarios involving the addition of certain new process
equi pnent. This framework is defined primarily fromthree
types of features found in subpart GGG In total, these
three features establish a nmeans for denonstrating

conti nuous conpliance that nust be repeatedly applied for
process and operational changes at the source.

The first feature is conprised of requirenments
relating to the use of equations to estimate em ssions from
vari ous pharnmaceutical operations. These equations provide
the ability to characterize a process or operational
change’s effect on emssions in a replicable and accurate

fashion. The equations incorporate proven chem cal and
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physi cal principles such as the Ideal Gas Law and Raoult’s
Law, and have previously been approved by the Agency (nost
recently in MACT standards for the Polynmers and Resins
| ndustry, subparts U and JJJ of 40 CFR part 63). Upon their
incorporation into the permt and approval by the permtting
authority, a source nust use these equations to determ ne
applicability of the standard and to denonstrate initial
conpliance with it. Subsequently, the source nust use the
equations to determ ne the em ssions from changes in
operations together with those from ongoi ng operations.
Anyone using the |evel of em ssions predicted fromthese
equations would then determne in exactly the sanme objective
fashion how to maintain conpliance with subpart GGG while
manufacturing different internediate or final products.

The second feature providing flexibility is the
requi renent that control devices be designed to accommodate
reasonabl e worst-case operating scenari os without need for
revi sed operating paraneters or operating conditions. This
means that nost changes that affect em ssions can be handl ed
by the devices. |In all cases, conpliance assurance is
achi eved by virtue of the requirenent to conpare the
em ssions profile associated with the change with the worst-
case operation approved for the relevant control device(s)
and to require a permt revision where the changed operation

woul d present a need for greater control.
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The third feature of the rule that facilitates
operating changes is the record keeping requirenents. In
the OSIL, as described earlier (see section VI.L.2. a.

Ceneral Strategy for Change Managenent) sources nust keep a

preci se log of the operation of batches, the occurrence of
any process or operational changes and associ ated changes in
em ssions, the requirenents of subpart GGG cont enporaneously
applicable to each process under its new operational state,
and the controls used to conply with these requirenents.
The information required by the permt, together with on-
site records and the required cal culations for the sizing of
em ssions sources and the sorting of changes relative to
their subpart GGG requirenents allows an inspector to
determine initially and for any subsequent tine period which
activities froma listed process require control and the
| evel of control that is required for each

The rul e enabl es the conpany’s basic framework for the
change nmanagenent strategy to be incorporated into the
title Vpermt. |In addition, other permt terns are needed
to assure that an appropriately useful scope of alternative
scenari os can be reasonably anticipated and preapproved to
nmeet section 70.6(a)(9) and that the conpliance obligations
of certain new process equipnent (i.e., like-kind
repl acenents and on-site surplus equipnent identified in the

permt) can be defined. The first of these terns applies to
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operations that are not covered by ROPs as taken directly
fromthe requirenents in subpart G3G  Previous discussions
of ROPs have alluded to two types, those that are included
in detail in subpart GGG and those that are established in
the title V permtting process to neet subpart GGG The
|atter category is necessary because of the conpliance
flexibility that subpart GGG cont ai ns.

For the nmethodol ogy that the source proposes to receive
the status of a permt-required ROP for purposes of the
change managenent strategy, the permtting authority nust
determ ne that the nethodology is scientifically credible
and is objectively replicable. The bottomline is that the
ROP nmust be a procedure based solely on nondi scretionary
steps and on objective data (where data are required) to
acconplish these steps. Accordingly, the results from using
t hese procedures are the same regardl ess of who uses them
and when. \Were the permtting authority preapproves ROPs,
the permt shall require the source to use themover the
defined range of simlar operations (unless, of course, the
source wi shes to obtain approval of a different nethod under
the permt revision process). The EPA would like to stress
that the ROPs are only an inportant part of the conpliance
process established by follow ng the standard and are not an

alternative standard, nonitoring, or test nethod.
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Section 504 (a) of the Act provides the | egal basis for
establishing ROPs during the permt process. This section
requires that title V permts contain emssions limts/
standards and other terns as needed to assure conpliance
with applicable requirenents. In its White Paper Nunmber Two
issued in March 1996, EPA stated that title V permts
pursuant to section 504(a) may contain ternms which are not
necessarily the terms of a particular applicable require-
ment, provided that such terns assure conpliance with this
requi renent. (see section II.A 2.d. and Il1.A. 5.) The Agency
believes that this sanme authority al so supports devel opnent
of a nethodology as a ROP during the title V permt process,
provided that its devel opnent is consistent with the
provi sions of the applicable requirenent, follow ng the
met hodol ogy woul d provi de the sanme degree of conpliance
assurance as would follow ng the applicable requirenent
directly, and sufficient procedural safeguards are followed
inits establishnment.

Subpart GGG is consistent with establishing such
met hodol ogi es. For exanple, it enpowers the permtting
authority to review and approve, as appropriate, a source’s
proposed em ssions estimting procedures for operations not
covered by the standard s equations. |In addition, as part
of the initial conpliance determ nation process laid out in

subpart G35 the source is required to provide the specifics
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of its calculations and engi neering anal ysis procedures to
the permtting authority as a matter of course. Subject to
certain boundary conditions on its applicability and use,
the specific source proposal can often be extended into a
met hodol ogy to address future qualifying changes.

The EPA is testing whether reliance on this approach
al so provi des equi val ent conpliance assurance to that
provi ded froma case-by-case review i npl enented for the sane
change by the permtting authority. In the absence of the
change managenent strategy, the permtting authority would
eval uate the procedures used by the source each tine a
change was to be made. Thus, the permtting authority woul d
be called upon to nake the sanme judgenents in either case;
only the timng and frequency of the review and approval
process would change. 1In the context of the strategy, the
permtting authority and the source sinply agree ahead of
time on the replicable procedures that are to be used for a
range of changes.

Finally, by requiring that the approval to take place
during permt issuance, permt renewal, or significant
permt nodification, the change managenent strategy ensures
t hat adequate oversight by the public and EPA occurs. This
determ nati on and approval by the permtting authority mnust
take place during a process in which EPA and the public are

af forded the opportunity to review and coment on the
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met hodol ogy and upon its initial use. The EPA requires that
the stream ining process contained in its White Paper Nunber
Two i ssued March 1996 be used to acconplish this review
(including the submttal of the denonstration to EPA while a
conpl ete application containing the denonstration is
otherwi se submtted to the permtting authority).
Application of the methodol ogy and its outcones nust al so be
reflected in the OSIL. Verification of its use as well as
t he supporting cal cul ati ons and anal yses will be included
(consistent with confidential business information
protections) as part of the quarterly OSIL report descri bing
changes since the last report. This report shall be
submtted to the permtting authority on a quarterly basis
and be nade available to the public and EPA

It should be noted that subpart GGG while not
speci fyi ng enough details to make sone procedures
replicable, typically does include guidance on what wll be
required. For exanple, the standard all ows sources to
denonstrate conpliance for small control devices using a
desi gn eval uation and specifies for each type of control
device the factors that nust be included in this eval uation.
This guidance facilitates the permtting authority’s review
of the design evaluation that the source subsequently
submts. Thus, in many cases, the standard provides the

target for the design of a ROP, but |eaves the details to be
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proposed by the source and approved by the permtting
authority.

Wil e the nmenti oned ROPs shoul d enabl e the vast
maj ority of expected changes to be preapproved in the
title V permt with respect to conpliance with the MACT
standard, sone exceptions do exist. Changes governed by
MACT provi sions which are affected by any neani ngf ul
subj ective judgnents cannot be preapproved. This would
include all procedures which are not replicable as contained
in subpart GGG and are not otherw se approved during the
permt issuance or revision process to be ROPs. In
addition, certain requirenents apply in a very event-
speci fic fashion and cannot be preapproved w thout a precise
advance understanding of a particular change. The EPA has
already identified sonme requirenents and procedures in the
final MACT rule that cannot be relied upon or devel oped as
ROPs, and thus nay not be enpl oyed under the change
managenent strategy.

For exanple, for any process unit conplying with the
pol lution prevention alternative standard, an owner/operator
nmust establish baseline production-indexed HAP consunpti on
factors fromwhich to apply the 75 percent consunption
reduction requirenment. Such baseline factors are determ ned
fromhistorical information, and the acceptability of the

val ue depends on which historical years are selected to
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represent the baseline and on the nethods used for the
i nvol ved material balance around the process unit. It is
hi ghly probabl e that each baseline consunption factor
denonstration will enconpass uni que, process-specific
i nformati on and net hodol ogies that significantly affect the
final value of the factor. Wth that in mnd, the Agency
feels that generic preapproval is not possible for changes
wher eby existing process units switch fromconplying with
i ndi vi dual em ssion standards on em ssions sources (such as
a 93 percent reduction requirenent for process vents) to
conplying with the pollution prevention alternative
standard. It is appropriate that the permt revision
process be used for maki ng such changes.

An addi tional category not eligible for conversion to
ROPs consi sts of determ nations or approvals which have not
been del egated to the permtting authority and nust be
submtted to EPA for approval. For exanple, the
Adm ni strator must revi ew and approve, as appropriate, any
source proposal for an alternative emssions limt or test
met hod. Such reviews cannot therefore be addressed in
advance by a ROP defined by the permtting authority.

The Agency has prelimnarily reviewed the requirenents
of subpart GGG in the context of defining which of them
contain: (1) ROPs as witten; (2) requirenents that can be

established during the permt process as a ROP, and
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(3) requirenents which are ineligible for devel opi ng such
procedures. Tables 3, 4, and 5 follow which describe this
initial categorization. The EPA expects to address this

subject nore in its inplenentation guidance for subpart GGG
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TABLE 3. PROCEDURES THAT ARE REPLI CABLE AS WRI TTEN I N
SUBPART GGG
40 CFR Part 63
Procedure Ctation
Cal cul ati ng uncontrol | ed em ssi ons 63.1257(d) (2) (i) (A
from process vents--equations for t hrough (H)

ei ght types of operations

Cal culating controlled em ssions from
process vents discharged through a
condenser - -equations for eight types
of operations

63.1257(d) (3) (i) (B)
(1) through (8)

Equations for determ ni ng whether an
exi sting vent is subject to 98%
control

63. 1254(a) (3) (i)

EPA performance test nethods and
cal cul ati ons

63. 1257(a) (2),
(3), (b)(1) through
(8), and (b)(10)(i)
through (iii)

(a)
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TABLE 4. POTENTI ALLY REPLI CABLE OPERATI NG PROCEDURES
THAT CAN BE ESTABLI SHED THROUGH PERM TTI NG WHERE
APPROVED BY PERM TTI NG AUTHCORI TY, AND SUBJECT
TO REVI EW BY EPA AND THE PUBLI C)

Pr ocedur e

40 CFR Part 63
Citation

Eval uation of an air pollution
control device capability for new
scenario (not subject to testing).

63. 1257(b) (8) (i i)

Est abli shing the em ssions profile
for inlet to control device

63. 1257(a) (i)

Det erm ni ng uncontrol | ed process vent
em ssions from an operation not
covered by the eight equations in
subpart GGG

63.1257(d) (2) (i i)

Det er m ni ng whet her a new nodi fi ed
process vent is within the worst-case
em ssions approved for a control

devi ce

None

Det erm ni ng annual HAP load in a
wast ewat er stream

63.1257(e) (1) (iii)

Det er mi ni ng annual average HAP
concentration in a wastewater stream

63.1257(e) (1) (ii)

| dentification of wastewater streans
that require control

63. 1256( a) (1)

Eval uati on of wastewater treatnent
unit capability for new scenario

63.1257(e) (2) (ii)

Denonstrating that wastewater tank

em ssions are increased no nore than
5 percent by heating, treating with
an exotherm c reaction, or sparging

63. 1256(b) (1)

Det erm ni ng storage tank design
capacity

63. 1253(a) (1) and
(2)

Maxi mum true vapor pressure for
determ ning storage tank
applicability

63. 1251

Met hodol ogy for determ ning
i ndi vi dual HAP partial pressures in
nonst andard situations

63.1257(d) (2) (i )
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TABLE 5. CASE- BY- CASE DETERM NATI ONS REQUI RED
40 CFR Part 63

Procedure Ctation
Em ssi ons averagi ng conpliance 63.1252(d)
alternative
Pol | uti on prevention conpliance 63.1252(e)

alternative

Denonstrating that an equation in the 63.1257(d) (2) (ii)
rule is not appropriate in a specific
case for an operation covered by one
of the eight equations

Denonstrating alternative test nethods |63.1261
or emssions limts (or any other
determ nati ons which the Adm ni strator
has not del egat ed)

The reconmended approach for permts al so assures that
alternative operating scenarios are reasonably antici pated
for the reconfigurations of permt-|listed equi pnent by
requiring the initial detailed |inkages anong processes,
vents, PQODs, tanks, control obligations, and eligible
controls contained in the NOCSR to be incorporated into the
permt. This incorporation of the baseline operation serves
to define an inportant benchmark from which to anticipate
simlar, but different future operating scenarios using the
same equi pnent .

The Agency believes that the nore general description
of equi pnent within each particular alternative operating
scenario in the nmenu may be appropriate under the particular
desi gn of the pharmaceutical MACT standard. That is, a

description of process equipnent in |less detail can be
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justified here where the determ nation of process em ssions
is clear and a highly effective control approach is used,
which is also versatile and effective enough to accommodat e
a wi de range of inlet |oadings (and the range is docunented
and specified on permts). Thus, a conservative approach to
em ssions reduction (e.g., nost devices would operate as if
the worst-case scenario were occurring), coupled with a
replicable, objective basis (i.e., a required ROP for
em ssions cal culation) to assure that each new change in
operation is no nore demandi ng on the control device than
the previously established worst case, inherently allows
nore flexibility under which to “anticipate” a famly of
alternative operating scenari os.

One potential weakness of the change nmanagenent
strategy is that, before the nmentioned ROPs can be relied
upon to establish conpliance obligations and to assure
conpliance wwth them the strategy depends on the correct
application of certain key definitions (e.g., process vent,
process) and other regul atory provisions when a change in
em ssions occurs. Although EPA has carefully designed these
definitions to be clear in their meaning, interpretive
di sputes could still conceivably arise. The Agency believes

for several reasons, however, that there is an extrenely | ow
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probability for such disputes to occur and that the change
managenent strategy should assure conpliance with
subpart GGG

First, the industry, in its basic operations and how
subpart GGG definitions wll apply to them is relatively
well known. VWhile this assertion may appear to run counter
to previous statenents regarding the constantly changi ng
processes and equi pnent configurations that characterize
much of the industry, in actuality, the process steps that
make up the wi de range of processes in the industry are
confined to a relatively limted nunber of different
chem cal engineering unit operations. Thus, while the
nunber of process steps, their order, and the specific
conditions of each (e.g., tenperature, solvents, etc.) may
vary widely fromprocess to process, the individual steps
are basic, standard unit operations. The chem cal
engi neering principles that govern these unit operations
(and their air and wastewater em ssions) are well
understood. In addition, the FDA i ndependently requires
processes to be well defined which limts further any
variations in definitional interpretations.

In addition to the significant protections that these
i nherent safeguards and the OSIL provide, the probability of
msinterpreting the use of a particular definition is

further reduced during the permt action that establishes
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t he change managenent strategy. As nentioned, the initial
| i nkages anong processes, vents, PODs, tanks, control
obligations, and eligible controls contained in the NOCSR
woul d be incorporated into the title V permt to establish
t he baseline scenario fromwhich to envision future changes.
This incorporation also serves to denonstrate an appropriate
wor ki ng knowl edge with the key definitions governing the
applicability of subpart GGG Mre inportantly, the
permtting authority must specifically approve the source’s
use of these definitions and this approval is subject to
review by EPA and the public. The result will be that the
source and the permtting authority will have a well
val i dat ed common under st andi ng of how these definitions work
and how to apply themto future changes.

The reconmmended approach also fulfills the need to
provi de adequate review opportunities. In the permt
i ssuance process, the permtting authority, EPA, and the
public all have an opportunity to review how the current
source operations would conply with the standard and how t he
proposed permt conditions establish alternative operating
scenari os to manage changes occurring with respect to this
conpliance baseline. |In particular, these groups will have
the opportunity to review the operating boundaries to assure
equal or greater controllability of other em ssions profiles

and to determ ne any further need to add specific
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operational constraints to safeguard agai nst overl oadi ng the
particul ar control device(s), for exanple, or additional
permt ternms or descriptions in order to assure conpliance
with the standard. The alternative operating scenarios as
described in the permt nust reasonably anticipate
reconfigurations of existing emssions units and activities
and the additions of certain other preapproved equi pnent and
must contain the associ ated conpliance obligations for these
changes under subpart GGG in order to afford permtting
authorities, EPA and the public neaningful opportunity to
ensure that the permt’s alternative scenarios assure
conpliance wwth the MACT standard. To provide an ongoi ng
opportunity to understand which alternative operating
scenari os have been operated by the source and the specific
correspondi ng conpliance obligations that apply, the permt
shall require quarterly transm ssion of the OSIL changes to
the permtting authority, which shall make copies avail abl e
to the public and EPA upon request.

The Agency is considering whether and to what extent
t he change nmanagenent strategy for inplenenting subpart GGG
m ght al so be appropriate for other sources and applicable
requirenents. Prelimnarily, EPA believes that the
recomended permtting approach for subpart GGG w il be
essentially limted to the pharnmaceutical and other simlar

batch chem cal industries but it could be extended to
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i ndustries subject to other em ssion standards to the extent
t hat EPA believes the sane | evel of conpliance assurance
associated wth the change managenent strategy described for
subpart GGG woul d be achieved. The EPA expects to eval uate
other situations individually, using the nentioned factors
and ot her considerations as appropriate. Affected parties
are encouraged to coment on the adequacy of other EPA
rul emeki ngs, (including those for other MACT standards) to
address issues related to the change managenent strategy
where simlar needs for operational flexibility potentially
exist. Certainly, the sane |legal constraints together with
several situation specific factors (such as those involving
the replicability of operating procedures contained in, or
derived from the applicable requirenents, the potential for
m sapplication of the standard, the expectation for detailed
descriptions and em ssions reduction fromthe applicable
requi renent itself for subject equipnent, and the ability of
the control and nonitoring approaches to accommodat e
changes) woul d again be relevant to defining whether a
strategy for such applicable requirenents based on
alternative operating scenarios is possible under
section 70.6(a)(9).

The EPA believes that the change managenent strategy
shoul d presunptively be limted to the pharnaceutical MACT

since other standards do not initially appear to produce
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equi val ent opportunities to create alternative operating
scenari os under such a strategy. The nost |limting el enent
is the ability to predict accurately, using relatively
sinple, repeatable procedures, the effect a particular
change has on em ssions and conpliance obligations. 1In the
phar maceutical industry, it is possible to do so in an
extrenely accurate fashion since HAP em ssions nearly
exclusively result from nonreactant solvent use. It may be
nmore difficult, for exanple, to predict the effect of
process changes in chem cal manufacturing industries other
t han pharmaceutical manufacturing. Changes in these
i ndustries often involve conplex reaction theory and
reaction kinetics and other factors, which nust be applied
individually to the specific situation at hand to determ ne
how HAP em ssions will change. For nost changes, it would
be difficult to distill these chem cal dynamcs into an
equation that would predict em ssions variations for a
source’s process changes accurately. Wthout an accurate
ROP, the applicable permt revision process would be
necessary to reeval uate conpliance under the change.

As previously nentioned, the Agency’s deci si on whet her
to extend the availability of a change managenent strategy
simlar to that for subpart G3G to other standards will al so
depend on the enpirical results achieved frominpl enmenting

subpart GGG t hrough such a strategy. |In particular, EPA



235
expects to |l earn whether and how frequently interpretive
di sputes result fromusing the blend of definitions and
approved ROPs relied upon to carry out the change managenent
strategy and how to develop permt terns that establish and
i npl ement ROPs.

Finally, the Agency supports the testing of the
recommended subpart GGG strategy since it is consistent with
t he Agency’s program objectives to reinvent regulations, to
el im nate del ays and paperwork burdens, and to inplenent
nore efficiently the title V program The devel opnent of
t he reconmmended approach benefited to a significant extent
through the activities of a permtting pilot project which
EPA initiated wwth the Environnental Quality Board of Puerto
Ri co and Merck Corporation. Considering the inplenmentation
of subpart GGG through title V permts in the context of
this project has been extrenely valuable in defining the
type and frequency of anticipated operational changes and
eval uating the appropriate permt content to assure
conpliance for these changes. The Agency is grateful to the
participants in this Reinvention project and expects that
its final results (in the formof nore detail ed gui dance
and/ or nodel permt conditions) will be useful to others
seeking to inplenent subpart GGG

VI1. Technical Arendnent to 40 CFR Part 9
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In conpliance with the Paperwork Reduction Act (PRA)
this technical correction anends the table that |ists the
O fice of Managenent and Budget (OVB) control nunbers issued
under the RPA for this final rule.

The EPA is today anmending the table in 40 CFR part 9
(Section 9.1) of currently approved information collection
request (I CR) control nunmbers issued by OVMB for various
regul ation. The affected regulations are codified at 40 CFR
part 63 subpart GGG sections 63.1259 and 63. 1260
(recordkeepi ng and reporting requirenents, respectively).
The OMB control (tracking) nunber for this final rule is
2060-0358. The EPA will continue to present OVB contr ol
nunbers in a consolidated table format to be codified in
40 CFR part 9 of the Agency's regulations, and in each CFR
vol une contai ning EPA regul ations. The table lists the
section nunbers with reporting and recordkeepi ng
requi renents, and the current OVMB control nunbers. The
listing of the OVMB control nunbers and their subsequent
codification in the CFR satisfy the requirenents of the
Paperwor k Reduction Act (44 U S.C. 3501 et seq.) and OWB's
i npl enmenting regulations at 5 CFR part 1320.

This I CR was previously subject to public notice and
coment prior to OVMB approval. As a result, EPA finds that
there is "good cause" under section 553(b)(B) of the

Adm ni strative Procedure Act (5 U. S.C. 553(b)(B)) to anend
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this table without prior notice and coorment. Due to the
technical nature of the table, further notice and coment
woul d be necessary.

VIIl. Admnistrative Requirenents

A. Docket

The docket is an organized and conplete file of all the
information submtted to or otherw se considered by EPA in
t he devel opnment of this proposed rul emaki ng. The princi pal
pur poses of the docket are:

1. To allowinterested parties to readily identify and
| ocate docunents so that they can intelligently and
effectively participate in the rul emaki ng process; and

2. To serve as the record in case of judicial review
(except for interagency review naterials
[ section 307(d)(7)(A]).

B. Executive Order 12866

Under Executive Order 12866, [58 FR 51735 (Cctober 4,
1993)] the Agency nust determ ne whether the regul atory
action is “significant” and therefore subject to Ofice of
Managenent and Budget (OVB) review and the requirenents of
this Executive Order. The Order defines “significant
regul atory action” as one that is likely to result in a rule
t hat may:

1. Have an annual effect on the econony of

$100 million or nore or adversely affect in a material way
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t he econony, a sector of the econony, productivity,
conpetition, jobs, the environnment, public health or safety,
or State, local, or Tribal governnents or comrunities;

2. Create a serious inconsistency or otherw se
interfere with an action taken or planned by anot her agency;

3. Materially alter the budgetary inpact of
entitlenents, grants, user fees, or |loan prograns or the
rights and obligations of recipients thereof; or

4. Raise novel legal or policy issues arising out of
| egal mandates, the President's priorities, or the
principles set forth in this Executive O der.

Pursuant to the ternms of the Executive Oder, the OVB
has notified the EPA that it considers this a “significant
regul atory action” wthin the neaning of the Executive
Order. The EPA submtted this action to the OVMB for review
Changes made in response to suggestions or recomendati ons
fromthe OMB were docunented and included in the public
record.

C. Enhanci ng the | ntergovernnental Partnership Under

Executive Order 12875

In conpliance with Executive Order 12875, EPA has
i nvol ved State governnments in the devel opnent of this rule.
These governnents will be required to inplenent the rule.
They will collect permt fees which will be used to offset

the resource burden of inplenenting the rule. Representa-
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tives of six State governnments are nmenbers of the MACT
partnership. This partnership group was consulted through-
out the devel opnent of this final regulation. Comments from
the partnership nmenbers were carefully considered. |In addi-
tion, all States were encouraged to conment on the proposed
rule during the public coment period, and the EPA fully
considered all the coments submtted by States in this
final rul emaking.

D. Paper wor K Reducti on Act

The O fice of Managenent and Budget (QOVB) has approved

the information collection requirenents contained in this

rul e under the provisions of the Paperwork Reduction Act,
44 U.S.C. 3501 et seq and has assigned OMB control
No. 2060-0358. An information collection request (ICR
docunent has been prepared by EPA (ICR No. 1781.01), and a
copy may be obtained from Sandy Farner, Regul atory
Information Division, U S. Environnental Protection Agency
(Mail Code 2137), 401 M Street SW, Washi ngton, DC 20460, or
by calling 202-260-2740.

The EPA is required under section 112(d) of the O ean
Air Act to regulate em ssions of HAPs listed in
section 112(b). The requested information is needed as part
of the overall conpliance and enforcenent program The ICR
requi res that pharmaceuticals production facilities retain

records of control device nonitoring or HAP em ssions
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calculations records at facilities for a period of 5 years,
which is consistent with the General Provisions to 40 CFR
part 63 and the permt requirenents under 40 CFR part 70.
Al'l sources subject to this rule will be required to obtain
operating permts either through the State-approved
permtting programor, if one does not exist, in accordance
with the provisions of 40 CFR part 71, when pronul gated.

The public reporting burden for this collection of
information is estimated to average 4,800 hours per
respondent for the first year and 2,600 hours per respondent
for each of the second and third years. It is also
estimated that there are approximately 100 facilities that
are likely respondents. These estimates include tinme for
review ng instructions, searching existing data sources,
gat hering and mai ntai ning the data needed, and conpl eting
and reviewi ng the collection of information. Burden neans
the total time, effort, or financial resources expended by
persons to generate, maintain, retain, or disclose or
provide information to or for a Federal agency. This
i ncludes the tinme needed to review instructions; devel op,
acquire, install, and utilize technol ogy and systens for the
pur poses of collecting, validating, and verifying informa-
tion, processing and maintaining information, and di scl osi ng
and providing information; adjust the existing ways to

conply with any previously applicable instructions and
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requi renents; train personnel to be able to respond to a
collection of information; search data sources; conplete and
review the collection of information; and transmt or
ot herwi se di scl ose the information.

An Agency may not conduct or sponsor, and a person is
not required to respond to a collection of information
unless it displays a currently valid OVB control nunber. The
OMB control nunbers for EPA's regulations are listed in
40 CFR part 9 and 48 CFR Chapter 15. The EPA is anending
Table 9.1 in 40 CFR part 9 of currently approved |ICR control
nunbers issued by OMB for various regulations to list the
information requirenents contained in this final rule.

E. Requl atory Flexibility Act

The Regul atory Flexibility Act (RFA) provides that,
whenever an agency pronul gates a final rule under 5 U S. C
553, after being required to publish a general notice of
proposed rul emaki ng, an agency nust prepare a final
regulatory flexibility analysis unless the head of the
agency certifies that the final rule will not have a signif-
i cant econom ¢ inpact on a substantial nunber of small
entities. Pursuant to section 605(b) of the Regulatory
Flexibility Act, 5 U S.C. 605(b), the Agency certifies that
this rule will not have a significant inpact on a

substanti al nunmber of small entities.
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The EPA anal yzed the potential inpact of the rule on
small entities and determ ned that only 16 of 56 phar ma-
ceutical producing firns are small entities--not a
substantial nunber of entities. O these 16 firnms, only
4 wll experience an increase in costs as a result of the
promul gation of today's rule that are greater than 1 percent
of revenues. Therefore, the Agency did not prepare an
initial regulatory flexibility analysis.

Al t hough the statute does not require EPA to prepare an
RFA because the Adm nistrator has certified that the rule
wi |l not have a significant econom c inpact on a substantia
nunber of small entities, EPA did undertake a limted
assessnment, to the extent it could, of possible outcones and
the economc effect of these on small pharmaceuti cal
entities. That evaluation is available in the
adm nistrative record for today's action.

F. Unf unded Mandat es

Title I'l of the Unfunded Mandates Reform Act of 1995
(UVMRA), P.L. 104-4, establishes requirenents for Federal
agencies to assess the effects of their regulatory actions
on State, local, and Tribal governnents, and the private
sector. Under section 202 of the UVRA, EPA generally nust
prepare a witten statenent, including a cost-benefit
anal ysis, for proposed and final rules wth “Federal

mandat es” that may result in expenditures to State, |ocal,
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and Tribal governnents, in the aggregate, or to the private
sector, of $100 mllion or nore in any 1 year. Before
promul gating an EPA rule for which a witten statenent is
needed, section 205 of the UVRA generally requires EPAto
identify and consi der a reasonabl e nunber of regul atory
alternatives and adopt the |east costly, nost cost effective
or | east burdensone alternative that achieves the objectives
of the rule. The provisions of section 205 do not apply
when they are inconsistent with applicable |aw. Moreover,
section 205 allows EPA to adopt an alternative other than
the | east costly, nost cost effective or |east burdensone
alternative if the Adm nistrator publishes with the fina
rul e an explanation why that alternative was not adopt ed.
Bef ore EPA establishes any regul atory requirenents that may
significantly or uniquely affect small governnents,
including Tribal governnents, it nust have devel oped under
section 203 of the UVRA a small governnent agency plan. The
pl an nust provide for notifying potentially affected smal
governnents, enabling officials of affected small govern-
ments to have neaningful and tinely input in the devel opnent
of EPA regul atory proposals with significant Federal inter-
gover nnent al mandates, and inform ng, educating, and
advi sing small governnents on conpliance with the regul atory

requirenents.
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The EPA has determ ned that the final standards do not
i nclude a Federal mandate that nmay result in estinated costs
of, in the aggregate, $100 mllion or nore to either State,
| ocal or Tribal governnments, or to the private sector, nor
do the standards significantly or uniquely inpact snall
governments, because they contain no requirenents that apply
to such governnents or inpose obligations upon them There-
fore, the requirenents of the Unfunded Mandates Act do not
apply to this final rule.

G Subnission to Congress and the Conptroll er Ceneral

The Congressional Review Act, 5 U S.C. § 801 et seq.,

as added by the Small Busi ness Regul at ory Enforcenent

Fai rness Act of 1996, generally provides that before a rule
may take effect, the agency pronulgating the rule nust
submt a rule report, which includes a copy of the rule, to
each House of the congress and to the Conptroller General of
the United States. The EPA will submt a report containing
this rule and other required information to the U S. Senate,
the U S. House of Representatives, and the Conproller
CGeneral of the United States prior to publication of the

rule in the Federal Register. This rule is not a "mgjor

rule" as defined by 5 U S.C. § 804(2).

H. Nat i onal Technol ogy Transfer and Advancenent Act

NTTAA
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Under section 12(d) of the National Technol ogy Transfer
and Advancenent Act (“NTTAA)”), the Agency is required to
use voluntary consensus standards in its regulatory
activities unless to do so would be inconsistent with
applicable I aw or otherwi se inpractical. Voluntary
consensus standards are technical standards (e.g., materials
specifications, test nmethods, sanpling procedures, business
practices, etc.) that are devel oped or adopted by voluntary
consensus standards bodies. Were available and potentially
appl i cabl e voluntary consensus standards are not used by
EPA, the Act requires the Agency to provi de Congress,
through the O fice of Managenent and Budget, an expl anation
of the reasons for not using such standards.

The Agency does not believe that this Notice addresses
any technical standards subject to the NITAA

| . Executi ve Order 13045

The Executive Order 13045 applies to any rule that EPA
determnes (1) “economcally significant” as defined under
Executive Order 12866, and (2) the environnental health or
safety risk addressed by the rule has a di sproportionate
effect on children. |If the regulatory action neets both
criteria, the Agency nust evaluate the environnental health

or safety effects of the planned rule on children; and
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expl ain why the planned regulation is preferable to other
potentially effective and reasonably feasible alternatives
consi dered by the Agency.

This final rule is not subject to Executive
Order 13045, entitled “Protection of Children from
Envi ronmental Health Risks and Safety R sks” (62 FR 19885,
April 23, 1997), because it does not involve decisions on
environnental health risks or safety risks that may
di sproportionately affect children.
LI ST OF SUBJECTS

40 CFR PART 9

Envi ronnental projection, Reporting and recordkeeping
requirenents.

40 CFR Part 63

Air pollution control, Hazardous substances,
| ncorporation by reference, Reporting and recordkeeping

requirenents.

Dat ed: Carol M Browner
Adm ni strat or



